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1 NATIONAL INSTITUTE OF 1 put forward and whether the process actually
2 ENVIRONMENTAL HEALTH SCIENCES 2 addresses exactly what you'd like to see it
2 3 addressed. So today we're going to be
NATIONAL CENTER FOR TOXICOGENOMICS 4 discussing some of the very modest technical
5 5 changes we've made in the preparation of
WORKING GROUP 6  background documents for the Report on
6 7 Carcinogens and the review process itself.
7 8 Dr. Jameson isgoing to do a presentation
8 9 forthatin alittle while. Prior to Dr.
9  NTPPublic Meeting Report On 10 Jameson's presentation Dr. Goldstein will
10 Carcinogens (RoC) Review Process 11  remind usof aprevious review we had on the
E 12 Report on Carcinogens process and some of
13 13 the recommendations that were made at that
January 27, 2004 14 previous review and his opinion about whether
14 15 we've addressed some of those recommendations
15 16 ornot, and | look forward to that
16 17 presentation. | have acouple of
17 _ _ o 18  housekeeping comments for you this morning
18 _Nationdl Library of Medicine 19 that I'm required to tell you by the
%g Lister g'” Center Auditorium Building 20 National..., by the Hill Center. No food or
ethesda, Maryland . oo
21 21  beverages are allowed in the auditorium, so
22 22  those of you who have coffee with you
23 23 quickly run out before the beverage police
24 24 show up. No smoking is allowed anywhere in
25 25 thebuilding. That's true of the entire NIH
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1 NATIONAL TOXICOLOGY PROGRAM 1 Campusand all of the buildingsin the NIH
2 REPORT ON CARCINOGENSPUBLIC MEETING 2  Campus. There are conference microphones at
3 January 27, 2004 3 eachseat, if you'd like to speak and you're
4 DR. PORTIER: Good morning, 4 recognized by the chair then | hope that you
5 and welcometo the National Institutes of 5  will pressyour button properly and alittle
6 Hedlth. | am Chris Portier, | an the 6 red light should show up at the top of the
7  Associate Director of the National Toxicology 7 microphone, Lynn, if you could press yours,
8 Program and | want to welcome you here today 8 everybody can see what it looks like...,
9 for the NTP public meeting on the Report on 9 thereyou go. When you're done speaking,
10 Carcinogens, peer review process here at 10 pressthe button again and it will go off.
11 Lister Hill Center Auditorium. It'smy 11 If youdon't pressit we will hear all your
12 great pleasure to have you here today to 12 rude commentsin the background. If you have
13 discuss the process we are going to be 13 any presentation material, if you..., you,
14 use.., using for the 12th Report on 14 you're planning on putting something up, |
15 Carcinogens, we are currently finishing up 15 would appreciate to make sure that you've
16 the 11th and we're looking forward to 16 touched base with Dr. Wolfe, Dr. Wolfe, if
17  beginning our work on the 12th. It's aways 17 you'd stand right here, and she has copies
18 good when you have aimportant document that 18 of that so that we can think about them and
19 you're putting forth and alot of public 19 look at them at alater date after your
20 interest and stakeholder concern about how 20 presentation and if possible get them handed
21  the process of that, that document is 21 outto everyonewho is present. Finaly,
22 prepared. It'salways good at the beginning 22 there are public phonesin this building
23 tolook at your process, think about it and 23 near the lobby, there are restrooms near the
24 carefully assess whether it still meetsthe 24 |obby, al of that is right where you came
25 needs for which the document was originally 25 in.
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1 Thismorning in, to help guide us 1 Public Health at the University of Alabama
2 through thisreview and to interact with any 2 inBirmingham. Elizabeth is also a member of
3 of the public commentors, we've assembled a 3 the NTP Board of Scientific Counselors. She
4  panel made up of some of our federal 4  sits on the Report on Carcinogens
5 partners, some members past and present of 5  subcommittee as does Dr. Carpenter, both of
6 theNTPsBoard of Scientific Counselors. 6 them are here to address some of your
7 They're hereto enter into the dialogue with 7  concerns and give us some advice, and again
8 you, to discuss some of theissuesyou're, 8 we'revery happy to have Dr. Delzell here,
9 you're bringing forth and to provide us with 9 hereaswadll. Finaly, we have Dr. Rafael
10 the Report at the end of the meeting asto 10 Moure-Eraso, who isaformer member of the
11  what they saw and what they might think we 11 NTP Board of Scientific Counselors, he sat
12 should do with some of the information that 12 onthe Report on Carcinogens subcommittee as
13 was presented to us. Chairing the meeting 13  well. He'scurrently the professor and
14 for usthismorning is Dr. Lynn Goldman, 14  chairman of the Department of Work
15 Lynn used to be amember of the NTP Board 15 Environment at the University of
16 of Scientific Counselors, she has done a 16 Massachusettsin Lowell, Massachusetts.
17  number of interesting jobs over the year, 17 Rafad in recent months has been one of the
18 over the years, most notably Assistant 18 few board memberswho has criticized usin
19 Administrator of EPA for Pesticides and Toxic 19 public about the Report on Carcinogens
20 substances, was that it, assistant 20 process, looking at some of our criteriaand
21  administrator? 21 some of the questions he has about how to
22 DR. GOLDMAN: Theofficia 22 usethat criteriaand we look forward to his
23 titleis Assistant Administrator for Toxic 23 discussion and comment aswell. Sitting
24 Substances. 24 next to Dr. Moure-Eraso, I'm going to go
25 DR. PORTIER: Assistant 25 back tomy list so | get it correct here
Page 6 Page 8
1 Administrator for Toxic Substances. Now Lynn 1 fromthe CDC NIOSH in Cincinnati, Ohio. Mark
2 isat the Johns Hopkins Bloomburg School of 2 istheofficia NTPli... liaison from the
3 Public Health in Batimore, Maryland and 3 NI...from NIOSH, the National Institute of
4  shell be chairing and we're quite happy to 4 Occupationa Safety and Health. He's followed
5 have her chairing the meeting this morning. 5 the NTP through a number of years, | believe
6 She'sdone anumber of interesting pieces 6 hesitson the RG2 subcommittee which isthe
7 of, interesting articles on the evaluation of 7  subcommittee of the NTP's executive committee
8 evidencefor avariety of toxic endpoints, 8 thatispart of the ROC process. Joining
9 looking at strength of that evidence and how 9 Mark eventualy will be Bill Allaben from
10 you usethat to make decisions about public 10 the FDA'sNational Center for Toxicologica
11 hedthrisks, and | think we're quite 11 Researchin Jefferson, Arkansas. Bill also
12 pleased and privileged to have her here with 12 hasbeen, isthe official NTP representative
13 ustoday. Aiding Lynnin the, on the panel 13 from the Food and Drug Administration and |
14 today will be, I'm going to go back and go 14 believe hedso sits on RG2 and has looked
15 through my list in order, Hillary Carpenter, 15 at the, the Report on Carcinogens process
16 from the Minnesota Department of Health. 16 andvoted on it through the years.
17 Hillary isacurrent member of the NTP Board 17 I'd like to thank a number of people
18 of Scientific Counselors and again he..., 18 for putting forth the effort to make this
19 we'revery happy to have Hillary here today 19 public meeting possible and through years of
20 aswell. Hebringsto usavery pragmatic 20 effort making the Report on Carcinogens
21 State Public Health Officia point of view 21 possible. Bill Jameson and his steff at the
22 inlooking at this type of information and 22 NTP have very expertly handled, not only
23 trying to make public health decisions on 23 thismeeting, but the entire Report on
24 it. Elizabeth Delzell is here from the 24  Carcinogens process for a number of years.
25 Department of Epidemiology, the School of 25 Bill, whereareyou? There heis. And if you
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1 haveany questions or comments afterwards, 1 snowstorm, but, you know, snow like this can
2 Bill will be available for discussion and 2 bring the Washington area absolutely to a
3 listening to some of your points. Mary Wolfe 3 hatand | hope that you had good travel and
4 and her staff in the NTP Office of 4  that, that you've been ableto, to get
5 Scientific... of... NTP liaison office and 5 around here. A couple of things, points
6 scientific review office also helped to put 6 that | want to make before going into our
7  this public meeting together. If there are 7 agenda, Dr. Portier already mentioned the
8 any reportersin the room who would like to 8 importance of speaking into the mic, turning
9 havefollowup questions, | simply ask that 9 onyour mic's. That's because this meeting
10 you make sure that you touch base with Dr. 10 isbeing recorded, both the presentations
11  Wolfe or amember of her staff before 11 and, and the discussions and comments around
12 meeting with our staff so that we can keep 12 itand, and so then asoif you do enter
13 track of who has met with whom and what 13 intothediscussion to give your name and so
14 discussionswent on. Again, aso if you have 14  that, that would help the people who are
15 any documents or written comments that you'd 15 transcribing or at least even listening to
16 liketo givethe program, please make sure 16 the, listening to the tape for preparing the
17 Dr. Wolfe or amember of her staff gets 17 minutes. Also that, since we are asmall
18 them. Finaly I'd like to thank one mem... 18 audience and thisisarather large room,
19 one member of the audience who's come quite 19 those of you who are seated out in the, in
20 adistance, Dr. Ki-Hwa Y ang from the Korean 20 theremote areas of this auditorium, you're
21 Nationa Toxicology Program is here, they are 21 more than welcome to move forward. You
22 tryingto develop their own program in Korea 22 might have an easier time seeing the slides,
23 and he'svery interested in our public 23 hearing the presentations, hearing the
24 process of debate and discussion of NTP 24 discussion and um... honestly nobody up here
25 processes and documents. He's here not only 25 isgoing to bite your head off or anything
Page 10 Page 12
1 for this meeting, but on Thursday, we are 1 likethat. Thisprocessisavery, very
2 having another public meeting to look at the 2 important process, it's a part of the Report
3 futuredirection of the National Toxicology 3 on Carcinogens. | had an opportunity in
4  Program and evaluate.... and begin the, a 4 participating in one back when | was a
5 year wrong, year long process of developing 5 member of the Board of Scientific Counselors
6 aroad map to achieve adifferent vision and 6 inthelast go round of thisand | can tell
7 adifferent direction, or an improved 7  you that the comments that are made and the
8 direction for the NTP. I'd like to invite 8 discussions here really make a differencein
9 dl of you to that public meeting as well 9 termsof improving the process for the
10 and I'm sure we have an announcement 10 Report on Carcinogens and, and in fact the
11 somewhere that we can give you of, on the 11 Report of Carcinogens has very rapidly been
12 logisticsfor that meeting. With that | want 12 evolving inits procedures over the last
13 tothank you all for be here... being here 13 decade. | understand that most of that
14  and I'll turnit over now to Dr. Goldman who 14  evolution has had to do with the very rapid
15 will chair this meeting from this point 15 changeinthekind of scientific evidence
16 onward. 16 that'savailableto the, to the reviewers,
17 DR. GOLDMAN: Good morning, 17 and that that has created changes that have
18 and welcome, I'm going to do something I've 18 alowed theincorporation and the
19 awayswanted to do and call this meeting to 19 consideration of, of newer scientific
20 order. It'sreally apleasure to have the 20 evidence. And at the sametime | think that
21  opportunity to chair this meeting today, | 21 nobody involved in the process from, from
22 know that many of you have come here from 22 what | cantell believesthat, you know,
23 long distances and braving our little 23 that they have a perfect process that will
24 snowstorm here, which probably from, for 24 never change, there'sareal willingnessto
25 other locales doesn't ook like much of a 25 listen, there's real willingnessto change
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1 andsoljust... | think that that's an 1 MS. LUDMER: I'm Jenny
2 important thing for everybody to understand 2 Ludmer, I'm here from Aspen Systems
3 intermsof atonefor the day. Also that 3 Corporation.
4  there aren't very many of you here, we are 4 MS. BECK: Nancy Beck from
5 hoping that unlike some of these meetings 5 the Office of Management and Budget.
6 that well be ableto have alittle bit of 6 DR. WOLFE: Mary Wolfe from
7 exchange back and forth, that it won't just 7 the Nationa Toxicology Program, National
8 beamatter of, you know, one way street 8 Institute of Environmental Health Sciences.
9 communications, listening, but that if there 9 MR. NIDEL: ChrisNidel from
10 arethingsthat members from the Board of 10 Baronand Budd.
11 Scientific Counselors or others of you wanted 11 MR. YANG : My name is Ki-Hwa
12 to elaborate on, draw out, have some further 12 Yang from South Korea, | am working for the
13 discussion on from the presentations that 13 National Institute of Toxicological Research
14 we're here and ready to do that. Since 14 and I'm the head of the National
15 there are not very many people here, I'd 15 Toxicologica Programin Korea.
16 liketo start by very briefly going around 16 MR. KELLY: I'mBill Kelly
17 theroom, Dr. Portier introduced the people 17  with the Center for Regulatory Effectiveness.
18 inthefront of the room, but it'sjust, if 18 MS. LE HURAY: Thank you,
19 you could quickly go around and give us your 19 I'm Ann Le Huray from the American Chemistry
20 name, who you're with, that might be anice 20 Council and I'm sad to report that Rick
21 way to start the day given that there are so 21  Becker isstuck in his neighborhood and
22 few of us. So why don't we go ahead and get 22 won't be able to be here and he was going
23 dstarted and, actually we'll start in the 23 topresent the ACC's comments and | don't
24 very back and work our way forward, the 24 have his dlides, so we can figure out what
25 folkswho were finding their way through the 25 todothere.
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1  building with me this morning... 1 DR. PICCIRILLO: Vince
2 COURT REPORTER: You spe... 2 Piccirillo representing the Naphthal ene Panel
3 referring to us? 3 of the American Chemistry Council.
4 DR. GOLDMAN: That'syou... 4 MR. BABBAGE : Michael Babbage
5 vyouare..Yes, sir, are there any rows 5 from the Consumer Products Safety Commission.
6 behind you? 6 DR. GOLDSTEIN: Bernie
7 COURT REPORTER: No, maam, 7 Goldstein, Graduate School of Public Health,
8 therearenot. My nameis Todd Strader and 8 University of Pittsburgh.
9 thisis Sean Burns and we are the court 9 DR. PORTIER: Chris Portier,
10 reporters who are preparing the transcript of 10 NIEHS/NTP
11 your meeting today. 11 MS. THAYER: Kris Thayer
12 MR. SCOTT: I'm Dean Scott, 12 NTP/NIEHS.
13 I'mareporter with BNA's daily environment 13 MS. FELTER: Susan Felter,
14 report. 14  Procter & Gamble.
15 MS. SHOEMAN: Loretta 15 MS. FISHER: Joan Fisher,
16 Shoeman, OSHA, and I'll be moving up soon. 16 Procter & Gamble.
17 MR. SMITH: Darrell Smith, 17 DR. JAMESON: Bill Jameson,
18 Vice President of Government Environmental 18 NIEHS/NTP.
19 Affairsfor the Industrial Minerals 19 DR. BUCHER: John Bucher,
20 Association. 20 NIEHS/NTP.
21 MR. KELSE: John Kelse, 21 DR. GOLDMAN: And there's one
22 Industria hygienist, RT Vanderbilt Company. 22 last person, if you push the button on your
23 DR. ROTH: Adam Roth 23 mic and werejust introducing ourselves.
24 representing Brush Wellman, a producer of 24 MS. HURT: Valerie Hurt,
25 beryllium and beryllium compounds. 25 Office of General Counsel.
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1 DR. GOLDMAN: Okay, well, 1 isonethat I think hasto be considered to

2 without further ado then, let's get started 2 beassetting for all the activities of the

3 andwe'regoing to begin, as| said before, 3 National Toxicology Program. | purposely

4 thisisa.. part of acontinuum of these 4  picked the IARC oneto make it clear that

5 kinds of processes and we're fortunate that 5 we'renot talking just about NTP, we're

6 today Dr. Bernard Goldstein from Rutgers 6 taking about anything that uses weight of

7 University isableto come... not Rutgers 7  evidence where you have a continuum of the

8 anymore, thisiswrong on the agenda, 8 evidence and there is a continuum. We start

9 University of Pittsburgh, School of Public 9 at the bottom with compounds which we're
10 Hedthisgoingto be ableto review the 10 reasonably certain do not cause cancer, your
11 last of these meetings and, and what 11  stuff goesto the top with compounds which
12 transpired there. 12 weknow and all agree upon cause cancer and
13 DR. GOLDSTEIN: | don't want 13 then the amount of the evidence for every
14 to say the last meeting was contentious, but 14 one of the othersfalls somewherein a
15 | hadtoleaveto go to adifferent 15 continuum, and what, in essence the
16 university afterwards. The, | hope you al 16 regulatory processhasto doisdraw aline
17 can hear me, and thisis okay for the 17  through that continuum, NTP hasto draw a
18 recorder. The, the last meeting was an 18 linethrough the continuum. Whenever you
19 examplel think of opennessand of a, just a 19 draw that line there are going to be
20 fair exchange of views. Lynn Goldman 20 chemicalsthat arejust above or just below.
21 started it off very well by saying two 21  Sowhatever the default assumptions are,

22 things: oneisthat the process... any 22 thereare going to be chemicals for which

23 process can be improved and certainly a 23 theevidenceis sufficiently controversial,

24 process as complex as the one of reporting 24 and controversia'stoo strong aterm, for

25 on carcinogens can be improved, and secondly 25 which the evidence reasonabl e scientists will
Page 18 Page 20

1 that the NTP clearly felt that it had to 1 differ dightly asto how they interpret the

2 respond to stakeholders, had to work with 2 evidence, and inevitably there are going to

3 stakeholdersin order to doitsjob and | 3 becompounds like that. We are never going

4 think that's, that's a good way of setting a 4 tobeableto put al the compoundsin boxes

5 process up. A couple of things came out that 5 because we're dealing with the continuum and

6 were pretty clear, but sometimes were fuzzy, 6 theselinesare, if you will, artificial.

7 and| don't know if there's a better way 7  So keeping that line and keeping wherever we

8 of...turn some of the lights off, I'm not 8  hid that, wherever we put that line,

9 sure how well this can be seen .... anybody 9 reasonably consistently isavery important
10 seeaplug anywhere? 10 part of what the National Toxicology Program
11 There€'sacontrol panel, isit there? 11 doesfor us. Now we have to understand that
12 SPEAKER: Oh, God, now we're 12 reasonable scientists will differ and there
13 completely in the dark. 13  will always be controversy and there will
14 DR. GOLDSTEIN: But there, 14 awaysbe, particularly with compounds like
15 there were three sort of central issues 15 carcinogens, sufficient economic interest,

16 which | think everybody agreed to, but they, 16 sufficient political interest, sufficient

17 they weren't always very clear in, in what 17 publicinterest that there will be people

18 peopleweresaying. First, it's, it'svery 18 who will be in making the big point about

19 clear that, that some but not all chemicals 19 thefact that you, if you only interpreted

20 causecancer. If al chemicals caused 20 thisalittle differently, it would be, now

21 cancer there wouldn't be a need to single 21 beabovethelineinstead of below theline.
22 out those, but that's, that's really sort of 22  Therewill never be asituation that | can

23 inherent in this. The second pointisa 23 imagine in which every compound will have
24 point that hasto do with the weight of 24 complete agreement by every member of any
25 evidence and that weight of evidence issue 25 scientific peer group such as the Board of
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1 Scientific Counselors, and that's built into 1 assumptions, what do you accept, what don't

2 thesystem. Thethird point having to do 2 you accept, in essence where do you draw

3 that, that's central that sometimes| don't 3 thoselines, that had to do, in the case of

4  think isarguable but we sometimes lose 4 NTP between known and/or reasonably

5 sight of it, everybody seemsto say, and 5 anticipated. There was obvioudy alot of

6 thatit'sclear that we're talking primarily 6 concern about, from the industry about the

7 about, about science, obviously there's more 7  public would overreact, there would be

8 than science in where you draw those lines, 8 unnecessary costs. There were some industry

9 but once you've drawn the lines, the 9 representatives who basically said that
10 identification processis a scientific one. 10 unlessthere was a unanimous vote, nothing
11 WEell, the key points that were 11 should be called a carcinogen, be called a
12  made, and | just pulled afew of them out 12 known carcinogen or even areasonably
13 of thelong series of presentations, isthat 13 anticipated to be, because it had such a
14 redly everybody'sin favor of compiling and 14 tremendousimpact on cost. There were others
15 publishing alist of carcinogens, nobody came 15 who said that really thisisaregulatory
16 inandsaid you shouldn't doit. You just 16 decision becauseit hasimpact on OSHA's
17 haveto understand that, that by and large 17 right to, on, on OSHA'sright to, OSHA's
18 the comments were appropriately focused on 18 worker language... basically you
19 process. Now, some were not, some basically 19 automatically stick acompoundinto a
20 cameinand said if only we had interpreted 20 different card, category so OSHA regulates,
21 thischemical thisway it would have been 21 EPA hasaright to know, you automatically
22 different. But by and large people were 22 putitinto adifferent right to know
23 focused on how do we change the process, 23 category, so there are regulatory impacts and
24 whichisreally what NTP is asking about. 24 because of these regulatory impacts there
25 What'stheir process like, not what's a 25  ought to be amuch more of aregulatory

Page 22 Page 24

1 specific chemical that should have been done 1 approach to the document. Any comments that

2 differently. | imagine some people here 2 comein should be responded to by the A, by

3 talked about that, but again | think you 3 the NTPin writing rather than just simply

4 make your point much better if you say that 4 taking note of.... dl back and forth

5 thisisan example of where the process 5 approachesareto occur asif thiswasa

6 could be changed rather than you should have 6 regulatory document. Not everybody... in fact

7 interpreted my chemical differently. So by 7 it was probably aminority of people who

8 and large that was adhered to, and there 8 wereinfavor of that, but generally that

9 were no recommendationsin this very long 9 wasan approach taken by a number of the
10 document and major presentations to basically 10 industry representatives. Again, not al,
11 say that NIEHS should run this or that the 11 that this ought to be much more of a
12 NTP organizational structure should be 12 document that has the give and take that we
13 different. Therewere anumber of people 13 associate with an EPA regulatory document,
14 from environmental groups which made comments | 14 where the processis everything. Lynn Goldman
15 that basically said we object turning over 15 made avery good point about the, the fact
16 this processto the National Academy of 16 that, that in regulatory agencies sometimes
17 Sciencesor EPA or FDA, but nowherein the 17 processis moreimportant than substance, but
18 record that | saw or in any of the 18 then when we look at carcinogens, we really
19 presentations was anyone who suggested that 19 want to focus on substance, not process, and
20 weought to do so. So therewas sort of a, 20 Lynn, | think I'm quoting you correctly, |
21 perhaps afeeling among the environmental 21 think, in, inthat. The public interest
22 groups that maybe the suggestion was out 22 groups wanted the burden of proof to be on
23 there, but the suggestion was not really 23 disproving carcinogenesis. The ideawas
24  made at the time of the meeting. There were 24  that, that, that the cancer causing chemical
25 obvioudly alot of arguments about default 25 issomething that is such a tremendous
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1 burden to the public that in fact there 1 Scientific Counselors voted on the document,
2 ought to be aburden of proof, the default 2 whilethe members of the Board of Scientific
3 assumptions ought to be changed and such 3 Counsel were there said, no, we don't vote
4  that we lean over backwards to say, yes, 4 on adocument, the document isjust one
5 something isacarcinogen until proven 5 piece of theinformation, we might disagree
6 otherwise, and there have been a number of 6 infact with part of that document, we're
7 comments about the NTP process since then in 7  voting on this, you know, on this reasonably
8 theform of the, of the precautionary 8 anticipated isit, doesn't, which category
9 principle. Now there are alot of process 9 doesit fit in and so that document should
10 issues, and what's... 10 not be considered to be a document in which
11 SPEAKER: I'm sorry, | stepped 11 we unanimously approve. We're not approving a
12 onthe.. 12 document, we're voting for a category and
13 DR. GOLDSTEIN: ...the 13 that distinction is avery important
14  concerns about the process had to do with 14 distinction and needs to be better publicized
15 everything from there being not enough time 15 among others because otherwise the feeling is
16 for full presentations to the Board of 16 that they've approved the document, they've
17 Scientific Counselorsto not enough compound 17 approved everything in the document when in
18 specific knowledge, to lack of acknowledgment 18 fact that's not the way the process works.
19 of submissionsto lack of specific response 19 Sothese are anumber of the, of the issues
20 tosubmissions, to better publicity and, and 20 andwhat | would consider to be key, key
21  better organization. There'sawhole series 21  points but which perhaps the most important
22 of different issuesto which | would suggest 22 onesthat don't realy fit under the process
23 that NTP hasat least partially responded to 23 so much but fit under communication are
24 just about al of them. Thereisan 24 these. There'sarea concern about public
25 increased time for presentation to the Board 25 misunderstanding. One of the more moving
Page 26 Page 28
1 of Scientific Counselors, the compound 1 presentations was by Susan Dickinson from the
2 gpecific expertisethat NTP hasin a sense 2 Why Me organization, which is an organization
3 consulted with in developing the documentsis 3 of women who are concerned about breast
4 now, isnow sitting at the table, the 4 cancer who basically said that Tamoxifen,
5 submissions are at |east being acknowledged 5 when declared carcinogen by NTP, or
6 and, but thereis still not this specific 6 considered to bein, in that process, that
7  response to the submissions, thereis still 7 women who would have benefitted from
8 nota, if youwill a we've seen this, 8 Tamoxifen stopped taking the Tamoxifen. There
9 weveread it, here's what we've done about 9 wasaphysician hereto testify from the
10 it, here's where we think you're wrong, 10 drug company folks who were making it,
11 here'swhere we think you'reright, that 11 basically testified that his estimate was
12 would transform thisinto a regulatory 12  that 50,000 women who would have benefitted,
13 process, and that remains as it was before. 13 of the 50,000, I think he said 30 to 50,000
14 My fedlingis, you know, my biasisto say 14  stopped takingit, | don't know if those
15 that that's appropriate. The better 15 numbersareright, but clearly we are
16 publicized and more accessible to the public, 16 deding with asituation in which there's at
17 NTP hasresponded by having meeting, this 17 least apotentia for, for public health
18 meeting in Washington during an ice storm to 18 benefit, and there's all these dose and dose
19 make sure everybody getsto it, thank you 19 rateissues. One of the speakers brought
20 very much, but thereis clearly an approach 20 some sand, aman representing the solar
21  to, to make this more publicized. And some 21  industry, brought some beach sand, he said
22  of the publicity issues have to do with a 22 clearly you don't mean that, well, clearly
23 better understanding of the process. There 23 people don't mean that. Those dose and dose
24 wasarea feeling at the last meeting by a 24 rate issues are issues that perhaps don't
25 number of the attendees that the Board of 25 get communicated very well, but still silica
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1 isacarcinogen under the wrong 1 present, would you like to present that

2 circumstances, if you will, so that that 2  dfter Dr. Jameson gives hisreview, we'd

3 issue of communication's important. The 3 appreciate that and then second, just take a

4  chemica form. Again, silicaisapart of 4  moment hereif people have any questions

5 that, nickel was brought up, there are other 5 about that present... about what you just

6 chemicals, chromium, which is an essential 6 saw and heard. Okay, thank you. Or comments,

7 nutrient in one valence and acarcinogen in 7 sure

8 another, is another issue that needsto be 8 DR. MOURE-ERASO: Thank you,

9 taked about, and the issue of a known human 9 Dr. Goldstein, for avery interesting
10 carcinogen, if we're serious about 10 presentation. | really appreciate your
11 mechanistic information allowing one to say 11 perspective and | have two comments that,
12 that thisis aknown human carcinogen, even 12 that, that | would like to, to, to present.
13 though the epidemiological dataisn't quite 13 Thefirst oneis| would liketo reinforce
14  clear cut, you've got a problem with the 14 your, your view that | don't think thereis
15 word known. | think we in science understand 15 asubstitution to the NTP as the agency that
16 what we mean to say when we say it'sa 16 should be conducting this process. |
17 known human carcinogen and we're bringing it 17 believethat any other approach, especially
18 from reasonably anticipated to known because 18 ad hoc approaches would, the National Academy
19 of thismechanistic data, but again, 19 of Sciencesor, or, or, or similar agencies
20 publici..., being able to clearly communicate 20 would bethat, aad hoc situation, what we
21 thatis, isdifficult. 21 havewiththe NTPisalong history and a
22 Now I've got some recommendations 22 long ingtitutional memory of how to do this
23 that I've been told appropriately | should 23 and how to.... under the different problems
24  make as amember of the public, so I'm going 24  that we are facing and, and is the agency
25 to hold off making some of the 25 that | believeisthe most adequate agency
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1 recommendationsthat | actually madein the 1 to, to conduct this processand | want to

2  previous document that I'm going to stand 2 makeit clear that it's something that we

3 on, but let mejust say that | generally 3 should cherish and maintain and, and | don't

4 havebeen very, very positively impressed by 4 think that, that the, the comments and

5 how NTP has responded in thinking through 5 criticismsthat sometimes people present in

6 theissuesthat people brought to them and 6 the process as mine, for example, are not

7 in making changes. Now, they have not made a 7  meant to undermine or attack the mission of

8 changewhich | would view should we put them 8 theagency that | consider that is

9 into the process of being aregulatory 9 irreplaceable and, and, and that has done an
10 agency and | think that they're absolutely 10 excellent job. The other comment that |
11 right about that. But that is an issue that 11 haveisthat you, you mentioned your, your
12 I'msurewill continue to be brought up and 12 concernsout of the 99 last session like
13  will continue to be reviewed by NTP asto 13 thisonthefact that some... the, the
14  how much they need to be responsive on a 14 public health value of some substances that
15 blow by blow basis, much like aregulatory 15 becausethey arelisted in someformasa
16 agency, that being the central part of, of 16 carcinogen are going to remove that
17 wherethe, where | see adifference of 17 substances from circulation in society and
18 opinion among the, the people who we saw the 18 those substances sometimes could have
19 lasttime. Sogood luck on this 19 obviously very good public health effects.
20 presentation, and | hope it works out as 20 However, | think that, that, that we could
21  wadll thistimeasit did last time. 21 never forget that the most important function
22 DR. GOLDMAN: Dr. Goldstein, 22 s, isnot how some substances listed have
23 beforeyou sit down, first I, | assume that 23 some, might have some good effectsin one
24 you have an early flight today so if, if you 24 form or another that doesn't consist cancer,
25 have new material that you'd like to 25  but that the principa function isthe
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1 public health effect of listing the substance 1 repaired, prepared in response to the Public
2 and the public health effect of protection 2 Headlth Service Act that was passed in 1978
3 that happened in society with a substance 3 andthat Act stipulates that the Secretary
4  that's specifically identified and put it in 4 of Health and Human Services shall publish
5 thelist. You started by saying that it's 5 anannual report that lists all substances
6 important to havelist... | fully agree with 6  which are either known to be human
7 you, it'simportant to have list, so, so 7  carcinogens or reasonably anticipated to be
8 that public health function | think is, is 8 human carcinogens and to which a significant
9 dtarting out really important, so thank you 9 number of personsresiding in the United
10 very much. 10 Statesareexposed. Thislaw wasamended in
11 DR. GOLDMAN: Okay, al right, 11 1993 to, to make it abiannual report.
12 thank you, thank you, there's one more 12 Mainly because of thetimeinvolved in
13 comment. 13 putting it together, we, we had avery
14 MS. FELTER: Susan Felter. 14  difficult time getting the report together on
15 It'saquestion. Are transcripts available on 15 @ inaoneyear period. What | put up
16 NTP'swebsite or anywhere else from that 16 hereand actualy thisis some material that
17 1999 meeting? 17 was, that's provided to you in your packets
18 DR. GOLDMAN: The question is 18 or, or out front is, isthecriteriaand I,
19 whether there'safull transcript available 19 | specificaly made adide of the criteria
20 from the 1999 meeting. | think that what's, 20 asit'spublished on the web page so that
21  what we have are the, we have minutes that 21  everybody can see what the, what the basis
22 were posted, but Bill? 22 isof listing materials either as known or
23 DR. JAMESON: Yes, the, the 23 reasonably anticipated human carcinogens.
24 transcript from the, from the 1999 meeting 24 Very briefly, | don't want to read al of
25 actually are on, on our website. If you go 25 thecriteria, but very briefly, okay, for a
Page 34 Page 36
1 toour website and go to the part where we 1 known human carcinogen there must be
2 discussthe 1999 meeting, the, the transcript 2 sufficient evidence from studies in humans
3 isthere. 3 whichindicate a causal relationship between
4 DR. GOLDMAN: Excellent, 4 exposure and, and human cancer. For the
5 okay, Bill, why don't you come forward now 5 reasonably anticipated category, it can be
6 and Bill isgoing to give us an overview of 6 limited evidencein, in, from studiesin
7 thehistory and review process for the 7 humans. But there are other situations where
8 Report on Carcinogens. 8 confounding could not be completely
9 DR. JAMESON: Wéll, thank you 9 eiminated from, from the evidence or there
10 and good morning, | would liketo also 10 issufficient evidence from studiesin
11 welcome everybody here and, and thank you 11 animals... inlaboratory animals where an
12 for braving the elements to come in and 12 increased incidence of malignant or a
13 participatein thismeeting. I'd liketo 13 combination of malignant and benign tumors
14 thank Dr. Goldstein for his presentation, | 14 are, areinduced by exposure to the
15 think he, he presented avery clear and 15 particular material, or thereis less than
16 concise summation of what was discussed at 16 sufficient evidence of carcinogenicity in
17 themeeting and what | planto do hereis 17 humans or laboratory animals, but the
18 to go through the, the proposed process and 18 nomination or the material belongsto awell
19 identify where we have made some changes or 19 defined structurally related class of
20 revised our processin response to the 1999 20 substances whose members are listed in
21 meeting. Kind of repeating some of the 21 previous Reports on Carcinogens as either
22 thingsthat Dr. Goldstein has talked about 22 known or reasonably anticipated carcinogens.
23 inhispresentation. 23 And the paragraph in the box, if you will,
24 First of al, just asakind of an 24 that conclusions regarding carcinogenicity in
25 introduction, the Report on Carcinogensis 25 humans and experimental animals are based on
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1 scientific judgment with consideration given 1 forum. Sowhat I'd liketo doistorealy

2 toadl relevant information, and thisisan 2 address what changes or modifications we've

3 important point because when the criteriawas 3 madeto the process since 1999 in the

4  revised in 1996 the inclusion of 4  following dlide.

5 consideration of all relevant information 5 First, | want to discuss the

6 meant that, that mechanistic information was 6 nominations. As, asin the past we aways

7 a wasanintegral part of the review for 7  solicit nominations from the outside, we go

8 listing something in the Report on 8 out with announcementsin, on our NTP list

9 Carcinogens. At thetimethat we were 9 server, wetake advantage of Federal Register
10 putting together the Sth, excuse me, Report 10 notices when we're anouncing new nominations
11 on Carcinogens there was a number of 11 to ask peopleif they have other nominations
12 commentsthat were coming in that people 12  that they want usto consider to please
13  were confused by what exactly did we mean by 13 submit them to the NTP for consideration for
14  human studies. And so we published a 14  listing or de-listing from the Report on
15 clarification in the Federal Register, which 15 Carcinogens. At thetime of the 1999
16 is, which isshown, shown here and basically 16 meeting, the evaluations of the nominations
17 what it, what it indicated was that some 17 for formal review, at the time | took
18 question had arisen about what we meant by 18 advantage of, of the RG1, the NIEHS review
19 human studiesto be listed as a, as aknown 19 committee to help me identify the nominations
20 human carcinogen, and that the known human 20 and make sure that, that there was
21 carcinogen requires, | want to read thisto 21  sufficient preliminary information for a
22 make sure | don't make a mistake, the known 22 nomination before we proceeded with getting
23 human carcinogen category requires evidence 23 approval to review anomination for listing
24 from studiesin humans, this can include 24 inthereport. Well, one of the
25 traditional cancer epidemiology studies, data 25 modifications are... that we are making for

Page 38 Page 40

1 fromclin..., clin..., excuse me, clinical 1 all future Report on Carcinogens, and Chris

2 studies and/or data derived from the study 2 Portier was, was, pushed that we, we make

3 of tissues from humans exposed to the 3 thisaseparate operation. We've established

4  substance in question and useful for the 4 an NIEHS nomination committee, which is

5 evaluating whether relevant cancer 5 independent of the RG1. This NIEHS nomination

6  mechanism....mechanismsis operating in 6 committee is made up of NIEHS staff

7 people. So we just wanted to clarify what 7  scientists who get together and review the

8 was meant by human studies. 8 list of nominations that my staff have been

9 Inthisdlidel, | put up the review 9 ableto pull together from solicited
10 processes, we discussed it at the 1999 10 nominations from outside or from nominations
11 meeting and | wanted to usethisasabasis 11 that, that we've been able to identify by
12 to say most of the comments and issues that 12 our perusal of the, of the literature or the
13 were brought up dealt with the nomination 13 publication of other documents such asIARC
14  and the preparation of the background 14 or EPA identification of, of potential
15 document which is essentially this part of 15 carcinogensfor listing in the Report on
16 the process beforeit goes on to the 16 Carcinogens. This NIEHS review committee
17 scientific review by the three review 17 looksat all the preliminary information we
18 committees, which include the NIEHS review 18 areableto gather or have been, or was
19 committee or what we refer to as the RG1, 19 submitted with the nomination and they say
20 theinteragency working group, which is made 20 intheir opinion thereis sufficient
21  of representatives from the NTP executive 21 information for usto pursue aformal review
22 committee or the RG2 and the NTP Board of 22 of the nomination. Once we, we go through
23 Scientific Counselors ROC subcommittee which 23 that exercise, first we go to, to Dr.
24 werefer to as our externa peer review 24  Portier as Director of the Environmental Tox
25 meeting, whichis, whichisheld in apublic 25 program and, and get his approva and then
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1 wegoontothedirector of NTPwho 1 some of the comments that were madein the

2 ultimately hasto give us his okay that we 2 1999 meeting we have increased our effort to

3 can proceed with aformal review of the 3 try toidentify outside experts that would

4 nominations. Once we get the okay, the 4 bewilling to help usin the preparation of

5 approval from the Director, we go out with a 5  these background documents. And, and to, to

6 Federal Register announcement with our intent 6 try to elaborate on this, I've broken it

7 toreview aparticular nomination and we 7  down as how, how we have revised the process

8 solicit public, public comments on the 8 that we've gone through the, the nominations

9 nomination and we specifically ask at this 9 for the different editions of the Report on
10 timefor, for any people who have an 10 Carcinogens. For the 10th Report on
11 interestin, inthe particular material we're 11 Carcinogens, some of the background documents
12 looking at to identify issuesthat we need 12 weredrafted or reviewed by, by nomination
13 toaddressin the course of our review of 13 specific experts. Asweinitiated our work
14  the nomination. This was one of the issues 14 onthe... on the 10th back in 1990...1999,
15 asDr. Goldstein indicated that at the 1999 15 I'msorry, 1998 and 1999, we made a
16 mesting that, that people indicated that, 16 concerted effort to try to identify experts
17  that issues surrounding the nomination needed 17 that, that had some experiencein, with a
18 tobeidentified. And we go out with our 18 particular nomination and solicit their help
19 Federa Register notice announcing that we 19 ineither preparing different sections of the
20 intend to review these materials for possible 20 background document or at least reviewing a
21  listing or de-listing from the Report, and 21 background document and giving us their
22 wesolicit anyone with any information to 22 comments as to the adequacy of the, of the
23 pleaseidentify the issues that they feel 23 information contained in the background
24 areimportant for usto consider in the, in 24 document and the issuesidentified in the
25 the course of our review. 25 document. The way we identify these experts

Page 42 Page 44

1 Aswith al public comments that, 1 isbasicdly isto do asthorough a

2 that we receive concerning the solicitation 2 literature search as we can on the substance

3 of information, the comments we receive on 3 andidentify people who have published

4 g, onorfor anomination are placed on the 4  extensively on the material in the literature

5 web and become part of the public record. In 5 and go to theseindividuals and ask them if

6 addition aspar... as part of the review 6 they'd bewilling to help us.

7 process all the review committees also get 7 So the background document is

8 the, any public comments that we've received 8 prepared and for the 10th Report on

9 inthe course of their review, included in 9 Carcinogensand againin, thisisin
10 the package are the public comments we 10 response to some of the comments that were
11 received in response to comment for a 11  madein the 1999 meeting. The background
12 particular nomination. Another areawhere we 12 documents are revised, were revised after the
13 have made a number of changes for the, for 13 RG1 and then aso revised after the RG2
14 the processisin the preparation and 14 meeting so that, basically the comment was
15 distribution of the background documents that 15 that, that by doing this, providing the
16 we prepare for each of the nominations. 16 public comments to the RGL1 they could look
17 Briefly when we say that the background 17  at the public comments, look at the
18 documents are prepared with the, with the 18 background documents and comment on the
19 support of a, of a contractor that we have 19 document and, and make recommendations for
20 for the RoC process or for the RoC group and 20 revisionsif necessary and the same for RG2.
21  taking the recommendations that were 21 Soinresponse to that comment that's why we
22 identified or acting on some of the 22 didthisparticular processfor the 10th
23 recommendations that were, were, were made at 23 Report.
24 thelast meeting, the 1999 meeting, excuse 24 After the RG2 had completed their
25 me..I'msorry.... based on some of the, 25 review of, of the nomination and made their
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1 recommendation, then the background document 1 havemore consistency... we allow the, the

2 became the document of record and was put, 2 reviewers of anomination to have the same

3 madeavailableto the public. Either we 3 document to review and to make their

4  may, we put out a Federal Register 4 recommendations, so all three reco..., all

5 announcement indicating that the documents 5 three scientific review groups have the same

6 wereavailable and if anybody wanted to get 6  document of record to look at and to apply

7 acopy to, we'd be happy to send oneto 7  the criteriaand make their recommendation.

8 them, and then we also put them up on the 8 For the 11th Report on Carcinogens the

9 web site, excuse me... and made them 9 background documents or records were made
10 availableto the public and thiswas at 10 available onthe NTP website either right
11 least 60 days before the Board of Scientific 11 after the RG1 review, 9 of the 13 background
12 Counselors, the RoC subcommittee met to 12 documents were up on the web right after RG1
13 review the nominations giving, giving people 13 review or 4 of the 13 were up on the web
14 timeto, to look at the background document 14  after the RG2 review, after the second
15 before the public meeting and giving them 15 review, but all of the background documents
16 the opportunity to come to the public 16 for the 11th Report on Carcinogens were up on
17  meeting knowledgeable of what wasin the 17 theweb and people notified of their
18 background document and being able to make 18 availability at least 90 days before the,

19 their comments at that time. 19 the public meeting of the RoC subcommittee.

20 For the 11th Report on 20 For future RoC nominations, what we

21 Carcinogens...oh, by the way, the 10th Report, 21 plantodoisto continue to prepare the

22 the 10th edition of the Report on 22 background documents with the assistance of

23 Carcinogens was published in, in 2002. For 23 nomination specific experts. We again will

24 the 11th report, we, we, before we started 24 try to identify individuals who'll help us

25 our reviews, we stepped back and, and looked 25 prepareor at |least review the background
Page 46 Page 48

1 at how things were working and actually it 1 good thorough document. The RG1 again will,

2 wasat theinsistence of Dr. Portier that he 2 will be asked to look at the background

3 felt that we needed to make the background 3 document and to give ustheir opinion asto

4 document available to the public earlier in 4 the adequacy of the document for reviewing a

5 the process than waiting until the RG2 had 5 nomination, applying the criteria and making

6 completedit. So, for the 11th Report on 6 anomination... or making a recommendation,

7  Carcinogens most of the background documents 7 excuse me. Once the RG1 has, has looked at

8 weredrafted and/or reviewed by homination 8 the background document and, and said yes,

9 gpecific experts. | think we, we prepared 9 wewill accept this document for our review
10 13 background documents for the nominations 10 of the nomination, what we will now do iswe
11 under consideration for the 11th and, and all 11  will take the background document and publish
12 but two had input from outside expert 12 it onthe NTP website and it will be on the
13 consultants, two we, wejust could not 13 NTPwebsitefor at least 45 days before any
14 identify anybody to help, help with those 14 review of anomination takes place. So
15 two background documents. For the 11th 15 before the RG1 review takes place, the
16 report, once the RG1 had reviewed the 16 background document will be available on the
17  background document and, and said that the 17 web, are made available for people to see
18 background document was acceptable for 18 and, and if they care to make, make any
19 reviewing the nomination, applying the 19 comments, we'd, we'd be more than happy to
20 criteriaand making a recommendation, then we 20 receivethem.

21 identified that or | identified that asa 21 Moving on to the actual review

22 document of record and it is at that point 22 process, the review processitself is other

23 that wetry to makeit avail..., wetried to 23 than, than the availability of the background

24  makeit available to the public as soon 24 document and, and the RG1'sinvolvement in

25 dfter that aspossible. By doing that, we 25 looking at the background document and making
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1 anacc... I'm sorry, accepting the background 1 thenomination and weinclude in the Federa
2 document for the review of the nomination, 2 Register al the recommendations that have
3 thereview processes continue, will continue 3 been made by the three scientific review
4 toremain pretty much the same. The first 4 groups. We include what the recommendation
5 review isby the NIEHS review committee, the 5 wasand what the vote for, for the
6 RG1, they will review the background document 6 recommendation was. Following receipt of the,
7  and make their independent recommendation 7  of the public comments from the final
8 for, for listing or, or not listing or de- 8 Federa Register Notice, we take al the
9 listing depending on what the nomination was 9 recommendations to our NTP Executive
10 for. After the RG1 review it'll go on to the 10 Committee. Our NTP Executive Committee looks,
11 RG2, the Executive Committee interagency 11 reviewsthe nominations, discusses the, the
12 working group, they will be given the same 12 recommendations that have been made by the
13 document of record and they will review the 13 three scientific review committees and then
14 nomination, apply the criteria and make their 14  make their own recommendation to the Director
15 recommendation. Following the, the RG2 15 for listing, not listing or de-listing
16 review as, as has been the processin the 16 depending on what the nomination was.
17 past, wewill send out a Federal Register 17 Following that review, all of the
18 Notice announcing the public meeting of the 18 information, all three review committees
19 Board of Scientific Counselors RoC 19 recommendations, al the public comments that
20 subcommittee. In that announcement we will, 20 wevereceived, the recommendation of the NTP
21 wewill inviteindividuals to come attend 21  Executive Committeeitself, all this
22 the meeting and if you care to make a public 22 information is pulled together and we bring
23 comment, to please come to the meeting and, 23 it tothe Director of the NIEHS/NTP for his
24  and address the, the nomination to the 24  consideration and his final recommendation as
25 committee. In response to some of the 25 towhat should be included in the report
Page 50 Page 52
1 commentsthat were made at the 1999 meeting 1 and, andin what category. After the
2 and asDr. Goldstein indicated, we have 2 Director of NIEHS/NTP makes, makes his final
3 increased the time allotted for people to 3 determination then the, the, the draft of
4 maketheir comment to the Board. Initialy, 4 thefinal edi.... of that edition of the
5 initidly it was people were limited to five 5 Report on Carcinogensis, is completed and
6 minutes, we've expanded that to seven minutes 6 forwarded on to the Secretary's office and
7 and at the discretion of the chairman can be 7 the Secretary's office takes the, the reports
8 expanded to up to ten minutes depending on 8  with the recommendations for, for the
9 how many people we have commenting on a 9 ligtings, reviews the document. The process
10 particular nomination. So we've expanded the, 10 s, alot of timesisthe Secretary's office
11 the amount of time that people can, can 11 will come back to us with questions for
12 addressthe, the Board during apublic 12 clarification or whatever and then once the
13 meeting. Again the Board subcommittee listens 13 Secretary is, is satisfied with the document
14  tothe public comments, any written public 14 it's, becomesthe final document and is
15 commentsthat we receive in response to this 15 forwarded on to, to Congress. And, and when
16 particular Federal Register Notice, that 16 the Secretary forwards the report on to
17 information is also provided to the Board of 17 Congressisour definition of when the
18 Scientific Counselors and, and published on 18 report is published. Requirement is, like |
19 the NTPwebsite and is made part of the 19 said, every two years, the 11th report |
20 public record and the board reviews the 20 forgot to mention that we just completed all
21 nomination and makes their recommendation. 21 our reviews. The 11th report is scheduled to
22  Following that recommendation, we go out with 22 be published this year in 2004 and we're
23 our third and final Federal Register Notice 23 currently going to start working on the 12th
24 concerning this particular set of nominations 24 report, which would be due in 2006.
25 where we solicit final public comment on, on 25 Just to follow up, in our response
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1 tothe, to the 1999 meeting that was 1 consul... in consultation with their

2 published on the web there were several 2 physician do their own assessment asto the

3 issuesthat were identified as under 3 benefit of taking or not taking the

4  consideration and | just wanted to very 4  material. Sowe do work with our regulatory

5 briefly go over these and, and bring you up 5 agenciesto try to address these two issues

6 to date onthe status of them. Thefirst 6 and we will continue to do so in the future,

7 onewasto create separate groupings within 7 andthat'sit fromme, and I'd be glad to

8 the Report on Carcinogens according to 8 try torespond to any questions.

9 intended use. Thiswas a recommendation that 9 DR. GOLDMAN: Yeah, Bill, I'm
10 had been made by, by a number of individuals 10 going to go ahead and lead off with a couple
11 and we addressed that, we, we actually, when 11 of questions. First | wanted to make more
12 we were preparing the 9th Report on 12 of acomment that | hope just makes it very
13 Carcinogens, we, we addressed having the 13 clear to the peoplein the audience exactly
14 categories separated for intended use, but 14 wheretoday's meeting fits in with various
15 after looking at the report, getting input 15 Reportson Carcinogens, because | think it's
16 from, from our NTP Executive Committee, from 16 awaysimportant when people are comingin
17 the Board of Scientific Counselors and also 17 and, and, and in participating for them to
18 from the Secretary's office, it was decided 18 know what they can actually affect and what
19 that the current format of the Report on 19 they can't affect, and my understanding, and
20 Carcinogens where wejust listed the material 20 correct meif I'mwrong, isthat the 11th
21 inthetwo categoriesis, isthe most 21  Report on Carcinogens which is due to come
22 appropriate, and, and so we will continue to 22 outthisyearisbasicaly initsfina
23 dothat for, for all future reports for the 23 stages of having recommendations brought
24 time being. The other two were, were issues 24 forward to the Secretary for the Secretary's
25 that, that Dr. Goldstein emphasized in his 25 decision, and that this meeting cannot affect

Page 54 Page 56

1 talk, onewasto ask applicable regulatory 1 that process, because that processis nearly

2 agenciesto consider communicating 2 completed. However, that the 12th Report on

3 information about possible regulatory 3 Carcinogens has not yet gone into the

4 implications of listing and de-listing and 4 scientific review process and that in fact

5 the other one was to work with regulatory 5 thismeeting can affect the review process

6 agenciesto identify additional venues and 6 for the 12th report, isthat correct?

7 dtrategiesfor targeting communications about 7 DR. JAMESON: That's correct.

8 policy with broad group of stakeholders. We 8 DR. GOLDMAN: So, just so that

9 continue to work with the regul atory agency 9  people understand, you know, that... | mean
10 representatives within the Executive 10 if you have aneed or wish to have an
11 Committee and on our review committees to, 11 effect on the process for the 11th Report,

12 topursuethis. There have been some, some 12 there probably are waysto do that and...

13 examples where when we listed materials, we 13  but not this particular meeting, isnot a

14 havejoint statements by both the NTP and 14 way to do that, and could you be precise

15 theregulatory agency about a particular 15 about wherethat 11th report is at this

16 listing. For example, the Tamoxifen as, as 16 phase, hasit gone through the Executive

17 Dr. Goldstein brought up. When, when 17 Committee, isit with the Director of the

18 Tamoxifen waslisted in the 9th Report on 18 NIEHS?

19 Carcinogens, when the report was released, a 19 DR. JAMESON: The... asit

20 statement, ajoint statement was released by 20 standsright now the, the, the... when we,

21 NTPand FDA and then NCI about Tamoxifen 21 when we, let me back up just for the point
22 and, and while it has been shown to be a 22 of clarification, when we review nominations
23 human carcinogen, it also has very beneficia 23 for the, for aparticular edition of the

24  usesfor the treatment of ca.. of breast 24 report, for the 11th report, we usually break
25 cancer and that individuals should in 25 the nominationsinto, review half of them or
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1 aportion of them one year and then the 1 wanttogiveyou alittle bit about my

2 second half the second year. We've completed 2 philosophy on this and where we're leading

3 review of al the nominations for both the 3 theprogram on this, but also some

4  first half and the second half and the 4  additional clarification. First of all, the

5 second half... we, we are taking those to 5 45daysisatarget, it's not an absolute.

6 the Executive Committeein February and, and 6 ButBill said at least 45 days, well, that's

7  then hopefully very shortly thereafter we'll 7  our target, | want to make that very clear.

8 haveall the information we need and can 8 Weregoing totry to achieve a45 day lead

9 presentit to the, to the Director. 9 time, but since the RG1 meetings are not
10 DR. GOLDMAN: Okay... 10 regularly announced, they're not public
11 DR. JAMESON: At that time, 11 meetings anyway, we're, we're... it could be
12  right, shortly after that. 12 well in excess of that or it could be
13 DR. GOLDMAN: ...so that's 13 potentialy dlightly less, but that is our
14 kindawhereitisjust so that people know 14 target for that. The second issueisthe,
15 that some of it has gone to the Executive 15 thequestion of the acceptability of a
16 Committee, some of it's going to go to the 16 document and what we're trying to do here
17 Executive Committee and is on itsway to the 17 withthe process. If RG1 looks over a
18 NIEHS Director, and so in terms of the 12th 18 document and concludesit's inadequate for
19 report though, that it's going to be... this 19 thereview, that can happen two different
20 isn't, you know, very much, very timely... 20 ways, oneisthat the NIEHS nomination
21 DR. JAMESON: Right. 21 committee made a mistake and RG1l isin
22 DR. GOLDMAN: ...and, and can, 22 disagreement with them that there's enough
23 and can have an effect. The, the other thing 23 information heretodo a... to list a
24  that | wanted to, to raisereadly isjust as 24 compound. That would not disqualify the
25 apoint of clarification... 25  background document and we may well continue
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1 DR. JAMESON: Mm-hmm. 1 hopefully if al the review committees were

2 (Indicating affirmatively.) 2 doing the samething they'd all say

3 DR. GOLDMAN: You said that 3 insufficient evidenceto list, don't put it

4 prior to beginning the scientific review 4 onthelist. If on the other hand they find

5 processthat the RG1 looks at the background 5 factual problemswith the document, factual

6 document to seeif it is suitable for the 6 errorsof interpreta.... of, of presentation

7 scientific review process, and if itis 7  because hopefully our experts are not

8 suitable then it will be placed on the web 8 interpreting the material for us, they are

9 for 45 days before that process begins. 9 presenting the material to us, then in fact
10 Whatif itisn't suitable, what isthe 10 that would go back for clarification and
11 processthat you use? 11 correction. Onething Bill also forgot to
12 DR. JAMESON: Well, if, if 12 mention isthat once the document becomes
13 webring it to the, to the RG1 and they 13 the document of record the NTP does not
14  look at the document and they tell usit 14 intend to change that document, but the
15 doesn't contain sufficient information for us 15 document will build, aswe receive public
16 to apply the criteria, it doesn't contain... 16 comments on the document, they will be
17 Wec.., we cannot apply the criteria because 17 appended and noted that they are appended to
18 it'slacking ininformation in either the, 18 the document for any future review groups.
19 theanimal section or the human section or 19 Theissue hereisthat | fedl fairly
20 something, then we would have to go back, 20 strongly that it's not up to the program to
21 addresstheir concerns, work on it again 21 interpret the public comments that are coming
22 and, and reviseit and bring it back. 22 tousas part of these, thisreview process.
23 DR. GOLDMAN: Okay. Dr. 23 We have three very competent review groups
24  Portier? 24 that provide us with advice on thisissue,
25 DR. PORTIER: Yeah, Lynn, | 25 weleaveit up to them to interpret the, the
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1 tothe background document that we have 1 sought aswell. The Executive Committee may

2 here. So they get appended and they get 2 or may not vote on a particular nomination

3 noted and we do our best to try to bring 3 asto whether or not the Director should

4  them to the attention of our review groups 4 choose one decision or ancther. All of the

5 asthey begin thisreview process. Again 5 discussionsthat go on at the Executive

6 thephilosophy is, the program is not 6 Committee are privileged, they are federal

7  responding to these public comments, nor do 7 agenciestaking to federal agenciesso I'm

8 weactually own the background document, 8 not going to get into alot of detail about

9 it's, it'ssomething to facilitate the 9  how that process works and what their actual
10 discussion and facilitate the review and we 10 role might be because it changes depending
11 wantit to be as scientifically correct as 11  upon the agent we're looking at, and what
12 possible. 12 our concerns may or may not be on that
13 DR. GOLDMAN: The, the last 13 agent, doesthat help, Lynn?
14 question that | wanted to, to put to you 14 DR. GOLDMAN: Yeah, and |
15 before opening it up for more questions and 15 can... | can make, you know, a brief
16 discussionistherole asyou seeit of the 16 comment, | chaired that committee for a
17 NTP Executive Committeein this, and I'm, I, 17  while, and I'm not with the federal
18 I'mrealizing from the written comments that 18 government and | never signed a statement
19 there are comments about this, but | think 19 saying | wouldn't talk about what happened
20 that it might be important for you to 20 there, andit, it was not atechnical review
21 explain what role, what function that step 21 processin the way that the RG processes
22 hasand how that's different than the RG1 22  were. It wason adifferent level, it, |
23 and 2 processes and Chris, maybe you would 23 think, was useful to Dr. Olden to hear from
24 like to respond to that? 24 theleadership of the other agencies what
25 DR. PORTIER: Yes, | will. 25 they thought, because it's alot of weight
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1 1,1 guessl should have brought slides of 1 on hisshoulders to make the recommendation

2 whatistheNTPto lead usinto this. The 2 tothe Secretary, it helped to bring out

3 National Toxicology Program is not one 3 intothe open, if there were any possible

4 agency, itisnot just NIEHS's own little 4 disagreements or issues to have that out in

5 project, it'samulti-agency federal program, 5 the open as opposed to people, you know,

6 three agenciesform the core, they're all 6 individualy going to the Secretary and

7  within HHS, the Directors of those three 7 expressing their views. It's a healthy

8 agenc..., agencies sit on the Executive 8 processto have those different views aired

9 Committee of the National Toxicology Program, 9 around the table instead of handled that
10 thatisNIEHS, FDA and CDC NIOSH, their 10 way. Andit did help to surface things like
11 headsor their designates sit on the 11 the Tamoxifen kind of concern that, gee, if
12 Executive Committee. The Executive Committee 12 thisislisted it might help to have a
13 isalso making arecommendation to the 13 statement from the FDA about what it means
14  Secretary through the Director of NIEHS about 14 andto try to head off inappropriate
15 thelistingsin the Report on Carcinogens, 15 responses by the users of the product down
16 sotheir opinion isvery important to the 16 thelinethat they would overreact possibly
17 fina recommendations that go forth from the 17 tothelisting, sol, I, 1, | felt that it
18 Director of NIEHS to the Secretary of Health 18 played auseful role, but | think that it
19 and Human Services. Other members of the 19 could probably be alittle bit more clearly
20 Executive Committee are not necessarily part 20 explained what that role is having seen, you
21 of HHS, but again represent some very 21 know, some of the comments and that's why |
22 important federal partners as part of the 22 wanted to kind of bring that out. Opening
23 NTP and contribute substantially to our 23 themic's here for other questions or
24 process and our evaluations and all aspects 24 comments for Bill Jameson about the process
25 of the program, and so their opinion is 25 and how it's changed and what might be




12229-3 National Institute of Environmental Health 1-27-04

17 (Pages 65 to 68)
Page 65 Page 67
1 contributed here today. 1 that way, it's the Executive Committee that's
2 SPEAKER: Focusingjust a 2 their higher level people and agencies.
3 couple of questions following up what Dr. 3 MS. LEHURAY: But, but the
4  Goldman asked. The, if, if the background 4  Board of Scientific Counselors subcommittee,
5 document is accepted by RG1 asthe, asthe 5 they, they bring their own thoughts about
6 document of record, does that mean that the 6 whatisorisn't scientifically important
7  word draft shouldn't be on the cover? 'Cause 7  about anomination to the review and if they
8 sometimesthey say draft and then they're 8 disagree or haveissues with the way
9 not revised. 9 something is presented in the background
10 DR. JAMESON: Right, that, 10 document, that's never appended anywhere,
11 that'scorrect, there are, we have some, 11 that's never recorded anywhere, so that
12 some... we need to clean up our website, 12 can... that just becomes an ephemeral and
13 there are somethere that still have draft 13 evenif it'sthe basis of their decision
14  onit that, that should be final, thank you. 14 that'sjust an ephemeral point, so...
15 DR. GOLDMAN: And just a 15 DR. GOLDMAN: Wéll, | think, |
16 reminder to identify yourselvesif you have 16 think we can take most of that kind of asa
17 questions or comments. 17 comment, | think that, you know, those are
18 MS. LEHURAY: Okay. Wdll, 18 pointswell taken. Dr. Jameson, are there
19 I'm Ann Le Huray with the American Chemistry 19 pointsof clarification that you want to
20 Council, and following on that, | guess that 20 make?
21 | don't understand two things about that 21 DR. JAMESON: Just to, to
22  process with the document of record, or 22 addressyour last point about if... if
23 threethings actualy. Oneiswhy would it 23 review committee looks at a background
24 beinconsistent with making of the document 24 document and fear..., and feels that the
25  of record to have around of public review 25 background document is not... doesn't contain
Page 66 Page 68
1 find. | don't understand why that would be 1 to, something added to the, to the document,
2 inconsistent with the process. Second is if 2 we have, we have allowed for that, in fact
3 therearein fact, you know, if you don't 3 there, there have been background documents
4 havearound of public review and it comes 4 that we reviewed for the 11th report and |
5 outwitherrorsin it and then you say, you 5 should have mentioned that in my presentation
6 know...and subsequent you build on it by 6 and| apologize. If, if areview committee,
7 attaching public commentsto it, how, how is 7 theRG1, the RG2 or the board gets a, a
8 that consistent with the Data Quality Act, 8 background document and reviews, reviews a
9 you know, you're putting out information 9 background document and they feel itis
10 therethat isincorrect, and even though 10 inadequate becauseit didn't contain enough
11 you're putting in public comments that may 11 information in aparticular area, if they
12 have corrections, that, that's different than 12 felt that we...a particular paper was not
13 having adocument with NTP's name on it that 13 included that should have been included,
14 containsincorrect information, and thirdly 14 whatever...we give, we give the, each of
15 by cdling it the document of record that 15 the, each of the review committees the
16 impliesthat reviewers after the RG1, for 16 opportunity to, to write acommentary about
17 example, RG2 and the BSC subcommittee will 17  the background document, and that commentary
18 beusing that document as... to form the 18 then becomes part, part of the record for,
19 basis of their decisions, but what if.... 19 for the nomination. And in fact the RG2 did
20 perhaps RG2 wouldn't, because as Dr. Goldman 20 that for our review of Cobalt Sulfate. They
21 saysperhapsit's not astechnical areview, 21 felt that, that the information in the
22  but what if the..... 22 background document on, on production and use
23 DR. GOLDMAN: | meant the 23 of Cobalt Sulfate was insufficient and
24  executive com... not the RG2. The RG2is 24 unclear and they felt strong enough about
25 technical. I'msorry if I, if you heard me 25 that that they, they prepared an addendum or
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1 acommentary to, to the background document 1 justintheway things are worded justin

2 and that became part of the public record. 2  that first paragraph of thelistings. One

3 Soasthe, asthe document goes through the 3 examplethat comesto mindisalcoholic

4 review committees, if the review committees 4 beverages and I'm not sure whether that is

5 have a serious concern about the, the, the, 5 one of the onesthat got changed slightly

6 the background document, they feel something 6 from what wasin the background document,

7 isleft out or, or should have been included 7  but that's agood example. Exactly how that

8 or added, then, then that can be appended to 8 was phrased in terms of the quantity that

9 the document as acommentary from that 9  might be known to induce cancer was an
10 particular review group. 10 important issue and there were some
11 DR. GOLDMAN: Were there any 11 subtletiesin the wording of that particular
12 other... wait, | think there was one more 12 listinginthe RoC. So that, that issue of
13 comment from the audience and then, before 13  when do we see the language of thelisting
14 wegotothe.. I'dliketo takethe 14 and when do we get a chance to comment on
15 comments from the, from the audience first. 15 that has not specifically been addressed,
16 MR. KELLY: Bill Kelly with 16 perhapsyou could comment on that.
17 the Center for Regulatory Effectiveness. It 17 DR. JAMESON: Weéell, maybe we
18 occurred to me on my way to the meeting just 18 could.... maybe that's something we, we need
19 today that although we submitted detailed 19 toaddressin the future, we'll see. I'd
20 written comments on the process there was a 20 liketo see what we get from the rest of
21 significant issue that we had totally 21 the meeting and, and identify these issues.
22 overlooked and that hasn't been spoken about 22 DR. GOLDMAN: Chris?
23 today. And it may have to do with just the 23 DR. PORTIER: It, it does
24 way that the procedures are written up that 24  point... 1, | think it's a suggestion worth
25 taks continually about a background 25 considering and we will, we will give it
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1 document, previously addressed background 1 our, our best consideration. | did want to

2 document, but I know on a number of 2 point out one thing though. The, the

3 occasionsthe way the actual listing is 3 historical background documents did in fact

4 written and put in the Report on Carcinogens 4 comeinto the review process with aflavor

5 doesnot... isnot necessarily the same as 5 inthem of where thisreview was going. So

6 what'sin the background document. | know a 6 therewas some suggestion as you read the

7 number of chemicals for which the actual 7  documents that this probably should be

8 listing language has changed after the entire 8  reasonably anticipated or this probably

9 review process was finished and so the 9  should be a known human carcinogen. Part of
10 question iswhen does the public learn what 10 thissplitting I'm having between RG1 and
11 thelisting is actually going to say and 11 the development of the, of the nominations
12 should it not have an opportunity to comment 12 inthisindependent background document
13 onthat actua listing language, or should 13 productionisin fact to cause that
14 the background document in effect say, this 14 separation. So whereas historically there
15 iswhat we're proposing as the actual 15 might have been some indication of the, in
16 listing language and then again that raises 16 the background document as to what would go
17 theissue of well, if thisisthefinal 17 into the final RoC document, that is not
18 document of record, what does that mean with 18 required nor isit suggested nor should it
19 regard to the listing language, does that 19 actualy scientifically be there. The
20 mean it can't be changed after that or, or 20 background document should be facts,
21 what? But thereis this difference between 21 statements about the evidence that's, that's
22 background document and the listing language 22 there, but no objective evaluation of whether
23 that goesin the final RoC and the public's 23 it should belisted or not. And since the
24 opportunity to comment on that. Sometimes it 24 find listing in the RoC is a discussion of
25 can be very important, there are subtleties 25 thefinal opinion of the Secretary asto
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1 whether it should belisted or nat, it's, 1 theRG1 completesitsreview and makesits

2 it'snot necessarily something that would be 2 recommendation there is a summary of the

3 reflected in the background documents 3 recommendation that is prepared, which

4  anymore. 4  includesthe votefor, of therec..., of the

5 DR. GOLDMAN: Okay, so that's 5 recommendation and that information is

6 food for thought. 6 published on the web as soon asiit's

7 DR. MOURE-ERASO: Now as 7 available, it becomes part of the public

8 having been part of the process, I, | think 8 record and, and forwarded on to the, to the,

9 that | didfind especialy with the advent 9 tothenext review committee so that they
10 of the Internet and the web sitesthat a 10 havethat information. And, and the sameis
11 very rich way of understanding how were the 11 truefor the RG2, as soon asthey finish
12 reactions of the, of the Board of Scientific 12 theirsand, and make their recommendation, a
13 Counselorsto the decisions of the RG1 and 13 summary of their review and recommendation is
14 RG2 appear in the discussions that are 14 prepared, placed on the web and, and
15 printed in the, in the minutes of the 15 forwarded on as part of the package to the
16 mesting of...so, so thereis arecord of the 16 RoC subcommittee, as are all the public
17  reasons why there might be sometimes a 17 comments we've received al along this
18 divergency of, of, of, of recommendations, 18 process. | mean, we.. when we put out a
19 andasyou saidinyour, inyour... islike 19 Federa Register Notice and, and say we,
20 there are three separate recommendations with 20 we'resoliciting public comment and, and we
21 thereasonsthat are given in detail in the 21  ask that you get your commentsin in 60
22 minutes of the discussions. So, for anybody 22 days, we put adeadline on there only that
23 that want to know the process by which the 23 we can guarantee, that if you get us
24  fina decision came, you can see that it 24 information within, by that 60 days, say for
25 might be that the RG1, RG2 and the Board of 25 example, we can guarantee that we will get
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1 Scientific Counselors recommendations are 1 that information in the package to the next

2 different and, and, and the reasons why 2 review group or to whatever the next step in

3 could be getting out of the minutes of the 3 thereview processis. That does not mean

4 meetings. 4 that after 60 days we will not accept

5 MS. FELTER: Susan Felter. 5 comments, that is not the case. We will

6 | havea, aclarifying question. Isit 6 accept comments on, on what we're doing at

7 possible to put the slide back up for one 7 any time. We're very, very happy to receive

8 second? 8 comments, but we put adeadline only so that

9 DR. JAMESON: This one? 9 we can guarantee you that if we get it by
10 MS. FELTER: Right. In, on 10 that time we can includeit in the package
11 theright hand column it says that these are 11 withthe next proc... with the next stepin
12 three independent recommendations, and my 12  the process.
13 question is whether the commentaries that are 13 DR. GOLDMAN: Okay, yes.
14  provided by the RG1, you know, appears to be 14 DR. ALLABEN: I'dliketo
15 sequentia. If those are written up and 15 make one comment. Having been involved with
16 appended to the document, are those available 16 the RG2 and the Executive Committee and, and
17 tothe RG2 beforethey start their review so 17  been around long enough to evaluate documents
18 that in fact and, and those together then 18 that sort of evolved as they went through
19 areall available to the Board of 19 thereview groups and changed to the
20 Scientific... so, sothat isin fact a 20 Executive Committee and then also seen where
21  sequential. 21 they've been stagnant, it's sort of you're
22 DR. JAMESON: Yes, as, as, 22 damned if you do and you're damned if you
23 aswe proceed through the process... 23 don't, but | think that when the document
24 MS. FELTER: Okay. 24  changed over time and then it got to the
25 DR. JAMESON: ...when, when 25 Executive Committee meeting, often they would
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1 look back at RG1 and RG2 and try to 1 possible. I'm going to now take the

2 determine why they voted in a particular 2 prerogative of the chair, break the order of

3 way, and it could be confusing because they 3 thespeaker'slist just alittle bit because

4 wouldn't understand that, that RG1 and RG2 4 | know that Dr. Goldstein has a plane to

5 didn't have a particular set of information. 5 catch and the weather is pretty dicey out

6 Andif it wasjust sort of melded into the 6 there, so Bernieg, if you want to come

7  document it would be less clear. But by 7 forward and give your, your comments.

8 having the same document, for example, the 8 DR. GOLDSTEIN: Thank you,

9  Executive Committee can look back and see 9 Lynn, | realy appreciate that. The, it's
10 what document RG1 and RG2 looked like, 10 particularly important on aday when the
11 looked at, then they can aso see how 11 planes are down and delayed but you never
12  additional information was added and impacted 12 know. You heard Bill Jameson and the very
13 the subsequent decisions, and so | think the 13 last point he made about changes talked
14 present format is probably the best at this 14  about working with regulatory agenciesto
15 time 15 help get the message. | think more hasto
16 DR. GOLDMAN: Okay, well, yes. 16 bedonethere. What | am particularly
17 Chris. 17 concerned about is the fact that as Rafael
18 DR. PORTIER: 1 just want to 18 Moure-Eraso just told us, you've got a
19 reenforce what Mark pointed out, and that's 19 public hedth decision here, there's g, if
20 one of my concerns and the Director of 20 you're listing something as something that
21 NIEHS's concerns as well and now with the 21  causes cancer you've got to really act on
22 processwe're trying to put into place here, 22 it. At the same token, we've heard, | think
23 the Director will be able to sit down, 23 very compelling information from industry
24 evaluate the evidence, understand hopefully 24 sources about certain things that get listed,
25 everyone's point of view and how they 25 appropriately so in my view, as carcinogens
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1 received, how they got to that point of view 1 having second order and third order effects.

2 and make adecision that's informed rather 2 Sometimes the effects are on the industry of

3 than potentially hidden in some oth...in some 3 welding, sometimes they're on public health

4 way. Weretrying to makeit as open and as 4 asperhaps the Tamoxifen example, there are

5 clear to the point of the Director can 5 others. Andit seemsto methat the

6 actually seetheevidencein front of him 6 criticismisreally not appropriate toward

7  about what the scientific review was like, 7 the NIEHS who had a hazard identification

8 who said what, why, and make a, hopefully an 8 process. It'sreally appropriate toward the

9 informed scientific decision from that 9 regulatory agencies themselves. This process,
10 process. And to comment on the independent 10 relatively uniquely I'm told, for &l the
11 review groups obviously, that was your 11 processes worldwide, has the regulatory
12 question about the word independent, in this 12 agency sitting in on at the very beginning
13 casethe word independent simply implies that 13 and they are there throughout. And there's
14 they're different people on the different 14 absolutely no reason that they should not be
15 groups. They are not necessarily independent 15 ableto decidein advance what they will do
16 sinceobviously the decision of oneis 16 preliminarily at least about the decision. So
17 portrayed to the other. 17 what | would suggest as avery formal part
18 DR. GOLDMAN: Thank you for 18 of the process would be something in which
19 that and thank you, thank you, Bill, for 19 every one of the regulatory agencies would
20 that presentation. | think that it's clear 20 berequired to provide, | gaveit an
21 that thereisalot of openness to change 21 abbreviation and a name because after all
22  here, that things have changed and are 22 thisistheway wework. | gaveit athree
23 continuing to change in the approach that 23 letter abbreviation because four letter
24 has been taken to make sure that people can 24  abbreviations don't work well in Washington
25 have as much accessto the process as 25 inmy experience, but basicaly it's, it's
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1 theregulatory agencieswho areinvolvedin 1 topoint out that they arel think still in

2 the NTP process, they ought to say what they 2 theprocess of gathering information about

3 plantodo about it. And they ought to be 3 drugsthat get into, that humans use and

4 working at an issue as soon as something 4 it'sfreeto get into the worst kind, what

5 gets put on the nomination list. And they 5 doesthat do? So there's areason for them

6 ought to release this all at the RoC listing 6 toadd perhaps Tamoxifen to that list, at

7 ordelisting or in the situation of 7 leasttolook atit. Again, notify the

8 something like Tamoxifen we ought to release 8 public asto what they plan to do and when

9 it not then which is what happened at that 9 they should plan to do it, and we're talking
10 point, but when the Board, when this thing 10 about, I'm talking about something that if
11 getsto be public which islong before it 11 it goes more than one paragraph, it's
12 formally does come out through the Secretary. 12 probably going too long. Werereally just
13 And they ought to basically be able to say 13 talking about a short informational package
14  what they think isimportant. And, you 14  of what the agency intends to do about this,
15 know, I'm not talking about something that's 15 and | seeno reason that that can't come out
16 hbinding, I'm talking about a non-binding 16 just aspart of the, of, of therecord at
17 preliminary intent of an agency to review 17 the sametime everything else as we raised.
18 data, to gather data, to begin its 18 I, I'd point out to you that alot of the
19 regulatory process or say in the case of 19 commentsthat are made here, particularly
20 Tamoxifen, asthe Consumer Product Safety 20 from folks from industry, really ought to be
21 Commission is saying basically, not part of 21 made to the regulatory people, they're the
22 our mission. Now alot of these things can 22 people who are accustomed to responding to
23 belooked at from the point of view of an 23 it, they understand the process better,
24 agency that needsto basically be responsive 24  what's going to come out of it. It's not
25 including what its time frames are going to 25 thekind of thing that you realy, really
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1 be. Inother words tell the public flat out 1 want your, your scientists to be responding

2 what you expect to be, to be done here, it 2 to, you realy want your regulators to be

3 givesyou an opportunity to make a public 3 responding to it, and sometimes the important

4  health statement if need be. Don't worry 4  thing to you isthat they respond early. And

5 about whatever the compound is, it may have 5 againthe attempt hereisto just smply put

6 some benefits or that thisis related 6 onrecord to every regulatory agency that's

7 specificaly to aparticular situation. The, 7  part of this process from the very

8 thebias|'m coming from, just so that 8  beginning, that they will have to respond

9 everybody knows what the biases are, is| 9 andif they're going to respond it'sin the
10 performed research and development at EPA lo 10 public benefit, the industries' benefit that
11 these many years ago and awaysin a 11 they respond more rapidly rather than slowly.
12 regulatory agency there is a problem of 12 That's my suggestion.
13  getting the scientific information from the 13 DR. GOLDMAN: All right. Let
14 scientistsinvolved in the agency who are 14 meseeif any others have questions or
15 very often involved in these processes and 15 comments. Yes, Mark.
16 thefolkswho do the regulation. Well, 16 DR. ALLABEN: NIOSH isnot a
17 let'sforcethat issue, let's make sure 17 regulatory agency but | alwaysthink in
18 thereisarapid response, let's make sure 18 termsof how we might answer this question
19 that every time one of these decisions are 19 and how would you think that these agencies
20 made, the agencies involved that have been 20 would give you something beside a boiler
21 involved from the get go are able to say, 21 plate answer for every listing, in other
22 whatisit they plan to do about it. Now 22 words, if we looked at this and knew that
23 theplan, as| say, may bejust smply, 23 when something was listed as a known or
24  simply amatter of saying that they're going 24 reasonably anticipated, we would say, in
25 to gather information, could be on Tamoxifen 25 those particular cases we do this, thisis
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1 oncarcinogens. What would you expect you 1 they, they thought that through, it probably

2 might get beyond that? 2 would be agood thing if they would. | just

3 DR. GOLDSTEIN: Well, we were 3 had atrivia suggestion which isthat you

4 saying like Nickel Steel, the industry, 4 would cal it an advanced notice instead of

5 basically stainless steel is saying that they 5 apreliminary notice. I, | think in some

6 aregoing to be hurt by thisissue of people 6 waysit'sagood idea, I'm confused about

7 not buying stainless steel because they think 7  what the timing should be though, Bernie, |

8 thatit'sacarcinogen, I'm not sure that 8 mean, | think it could be, because just at

9 that'scorrect but it'sjust what they 9 thepoint of, you know, many things that are
10 report. But | think if, if you redly are 10 nominated and considered then end up not
11 going to find Nickel as a problem then one 11 being listed. So, it could create confusion
12 of the Nickel Steel issues hasto do with 12 if the agencies were to publish some notice,
13 people working Nickel Steel, working in 13 that then would not come to fruition because
14 tainless steel, grinding it or otherwise and 14 itdidn't end up being listed, so, but, so
15 if NIOSH wantsto say or OSHA wantsto say 15 that would need to be kind of worked
16 that in 90 days we're going to gather 16 through, but | don't think it's a bad idea.
17 information as to whether there is exposure 17 DR. GOLDSTEIN: Maybethe
18 during the grinding or other processing of 18 agency should have an ideathough likeiif it
19 Nickel Steel, you are basically committing 19 islisted asaknown well do this, if it's
20 yourself to do something within sometime. Now 20 not listed we'll do that, | mean it's
21 it'sanon-binding commitment but it is 21 just...
22 something which you've probably looked at and 22 DR. GOLDMAN: Some policies
23 you'vesaid, well, gee, they're now saying 23 would be great, that's, it'sredly, that's
24  Nickel isacarcinogen, Nickel Steel, | 24 redly agood point, and it does create a
25 wonder if there's any exposure to people who 25 lot of uncertainty for the community, the
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1 work inthis, the people who repair it, 1 fact that there, there aren't those

2 people who are tearing down old buildings 2 guidelinesthat arein place. Any other

3 with Nickel Steel sink, sinks, and so we're 3 comments or questions for Dr. Goldstein

4 goingtolook at this and we expect in 90 4  before herunsto theairport? Yes.

5 daysto have that information to understand 5 MS. LE HURAY': Just two

6 whether or not it'samajor risk. Now that's 6 things naturally, thisis Ann Le Huray

7 thekind of thing that I think can be done, 7 again, oneisjust to point out it's not

8 should be done. 8 NTPsfault that there's a number of

9 DR. GOLDMAN: That'sa 9 regulatory triggersthat are just
10 brilliant idea actually, that maybeif the 10 automatically triggered, written into the
11 agencies came up with boiler plate language 11 regulation, one being an OSHA trigger if you
12 for that, then they might actually have some 12 haveafinding of carcinogenicity and the
13 policiesthat would be clear, that wouldn't 13 other being of coursethe Prop 65in
14 be abad thing. So maybe that would be 14 Cadliforniatrigger because NTP is recognized
15 better, actually, but that has nothing to do 15 asan authoritative body, and the, and the
16 with, of course, what the National Toxicology 16 second | just would like to say about...
17  Program would do, but it.. you know, it's 17 that it's not the kind of thing that, |
18 not anew idea either, remembering the old 18 think you're quite right that you don't want
19 OSHA carcinogen policy and what Eulah Bingham | 19 to have your scientists necessarily making
20 did years back, you know, it doesn't hurt to 20 policy decisions, but the chemical industry
21 have someidea of what you're going to do if 21 being ascience based industry, we would
22 something'slisted. I, | don't think that 22 liketo have our scientists engaged as well
23 the agencies have that kind of policy, most 23 andthat's, that's part of... you know, some
24  of them, that, you know, that oh, god, if 24 of theroot of the frustration at least of,
25 there'sanew listing and it's under my 25 of industry comments about getting engagement
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1 because we think we have pretty good 1 DR. GOLDMAN: Okay, thank you

2 scientistsand you know, well, we think that 2 very much. Next up on thelist is Donald

3 they know quite a bit about the materials 3 Smith from the UVIR Research Institute. My

4 that are being listed, so one of the 4 understanding is that he was not going to be

5 frustrationsis that our scientists would 5 ableto makeit today. Isthat correct? And

6 liketo beinvolved and, and engaged in the 6 |, | have before me awritten version of his

7 processaswell, so. 7  testimony which | suppose | could just read

8 DR. GOLDMAN: I'm going to 8 itintotherecord, seeif | can, if | can

9 takeonelast comment here and then move on. 9 findit, and you'll have to use your
10 DR. CARPENTER: Asa 10 imagination and pretend that I'm Donald L.
11 scientist who worksin an agency that deals 11 Smith. I'm not even sure | can remember what
12 heavily in palicy, | have some reservations 12 helookslike. | think we have seen him here
13 about what you've presented. | think NTP, as 13 before. Good morning, my nameis Donald L.
14 | perceivethisprocessis, isthatitisa 14 Smith and | am the Director of Research at
15 scientific process, that all attempts are 15 the UVIR Research Ingtitute in Tucson,
16 madeto keep it free from policy until the 16 Arizona, an organization studying the
17 very end of the process and | think that's 17 hbiological effects of ultraviolet visible and
18 actually agood move, again speaking 18 infrared electromagnetic radiation. It is my
19 scientifically, because you really don't want 19 opinion that the primary weakness of the
20 policy to drive your science until the 20 Report on Carcinogensisthat it errs
21 appropriate time. And | wonder whether policy 21  fundamentally when (a) it relies upon the
22 implications being taken into account by a 22 outmoded and scientifically unsupportable
23 group of scientists considering what should 23 Linear Non-Threshold Haz..., LNT, hazard
24 be ascientific document, scientific decision 24 assessment method, which assumes that because
25 is, isacorrect move. 25 anagent, substance or mixture, ASM, is
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1 DR. GOLDSTEIN: | agree with 1 hazardous at a specific dosg, it is

2 you completely and I'm sorry if I, if my 2 hazardous at any other dose, for evaluating

3 presentation was too quick to make that 3 potentid listings; (b) it fails to mention

4 point. No, | think that elsewhere within 4 thebeneficia effects of an agent, substance

5 the agency there ought to be people being 5 or mixture, ASM, when that ASM has both

6 told by their scientists that thisis coming 6 beneficia and harmful effects and this

7 forward to adecision, it could be aknown, 7 falureisespecialy misleading and

8 it could be areasonably anticipated. We 8 potentially damaging to the American public

9 need to prepare what ought to be done, but 9 whenthe ASM, like for example, ultraviolet
10 that'syour job, the regulators, to decide 10 radiationisessentia for survival of life
11 whatitisthat you think we ought to be 11 onearth. Itiswholly irresponsible for any
12 saying about thisif it turns out to be 12 federal scientific body, NTP, and quasi-
13  known, about what we plan to do. 13 hedth agency, NIEHS to omit from a
14 DR. GOLDMAN: Y ou were not 14  document, the RoC, purporting to assess the
15 suggesting that the risk assessors would do 15 harmful effect or effects of an ASM on the
16 this? 16 human body, adetailed discussion of the
17 DR. GOLDSTEIN: No, | don't, | 17 beneficial effect or effects of the ASM on
18 don't suggest thisto the NTP that the risk 18 the human body when the ASM is known to have
19 assessors do this, what I'm suggesting is 19 both harmful and beneficial effects. Thusif
20 that when this gets published each of the 20 theRoC isto warn the American public
21 agenciesthat should've known about this from 21 accurately about the health implications of
22 the beginning because they've been sitting at 22 an ASM that has both beneficial and harmful
23 thetable basically have their regulators 23 effectslike ultraviolet radiation, it must
24 come out and say here'swhat we intend to 24 be sure not only to warn them about the
25 do. 25 harmful effects of the ASM, but also to
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1 the ASM. To do otherwise renders the RoC 1 | would call the point of no return farther

2 incomplete and misleading because it will not 2 forward in the process, whereas previously

3 equaly and fairly present both sides of the 3 the RG1 wasthe one to determine the

4  risksinvolved to the American public. And 4 sufficiency of the nomination, we now have a

5 thatisthe, the end of, of Donald L. 5 new group before the RG1 making the basic,

6  Smith's comments, and those will be, have 6 preparing the nomination background and

7  now been read into the record. Why don't we 7  submitting it to the Director for approval

8 moveto the next, the next commentor if 8 and then thereview process begins. In view

9 that's okay with everyone, who is Timothy 9 of this, | feel even more strongly that once
10 French from the Engine Manufacturers 10 anomination issubmitted and is intended to
11 Association. Are you here? Okay, not being 11  be submitted to the nomination review
12 present, I'm going to move forward. If 12 committee, that is when there should be a
13 people arrive late we will fit themin at 13 public notice and an invitation for public
14 theend, and so next is William Kelly from 14 comment to the nomination review committee.
15 the Center for Regulatory Effectiveness, 15 And the purpose of thisis not to, to argue
16 speaker #4. 16 about whether alisting is appropriate or
17 MR. KELLY: Do you want me 17 not, it'sjust to make sure that the
18 to come up there or speak from.... 18 nomination review committee isrealy, has
19 DR. GOLDMAN: 1 think it 19 available all the significant information it
20 would be probably easier, but if you'd 20 needsand thisis particularly important with
21  rather speak from back there, it's fine but. 21 what | would call mixed exposures or non
22 Why don't you, why don't you come forward, | 22 homogeneous exposures. There are alot of
23 think it might be easier for those of us up 23 exposuresin the areas of worker exposure
24 here certainly to see you. 24 andthingslikeindustria minerasand
25 MR. KELLY: So I'm speaking 25 metalswhere you don't have a synthetic
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1 toyour faces, not to your backs. 1 chemical that'savery clearly defined

2 DR. GOLDMAN: Exactly. 2 substance. Infact, in the case of say an

3 MR. KELLY: I'm not sure 3 industrial mineral, the, the actual exposure

4 whosethisis, but... We submitted detailed 4 may differ from one mine to another quite

5 written comments which are available outside, 5 dramatically aswe, we've seen in some of

6 | noticed there are some, there were some 6 thereviews. In other cases where you have

7 formatting problemsin posting them 7  worker exposure, the types of exposure,

8 electronically, so | have better copies if 8 different types of facilities may be

9 anybody wants, wants one. Really the only 9 different, that workers may be exposed to,
10 change was made in them was the number of 10 to co-carcinogens, or different sub....
11 some of the recommendations at the end. And 11 substances, some of them also potential
12 | seethat one of our, our major 12 carcinogens along with the substance under
13 recommendations, | believe has been taken 13 review, and the nom... the people on the
14 careof now and that was the recommendation 14 nomination review committee aren't
15 tobesureto, to set a definite time for 15 necessarily going to be aware of those very
16 therelease of the background document and 16 site specific types of issues or mineral or
17 I'm, I'm very pleased to hear that 17 compound specific issues. And the nomination
18 commitment is being made to release that 18 review committee of course can review the
19 beforethe RG...RG1, with afairly specific 19 available peer review literature, but as
20 timeframe before the RG1. We think that the 20 people may have noticed, it, in the issue,
21 nomination review committeeisa, isavery 21 with regard to theissues of exposure and
22 goodideaand | guessthe, themain 22 how the substanceis actually defined, those
23 remaining recommendation we have centers 23 two parts of the background document are not
24 around that. With the ingtitution of that 24 dependent on peer reviewed literature. The
25 new committee, it in effect moves the, what 25 committees are free to consider other sources
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1 of information. So | think it would be very 1 confidential we have gotten some reports on,
2 vauableto let the public and stakeholders 2 on how they're conducted. Those...the
3 know when anomination is going to be under 3 Executive Committee does not necessarily get
4  consideration and wheth..., when the nom..., 4  into the details of a particular proposed
5 itisgoingto go to the nomination review 5 listing the way the other review committees
6 committee so that they can suggest points 6 do. They will look at, you know, what has
7 that need to be considered, provide 7  happened in the review process, did RG1 and
8 information particularly on, on these kinds 8 RG2 differ from, in their votes from each
9 of issuesof what exactly are the physical 9 other, and did they differ from the RoC
10 chemical characteristics of acompound, what 10 subcommittee and what are we going to do
11 theexposures are, not quantitatively so much 11  about that, or what are we going to do about
12 asquadlitatively and how they might differ 12 the Tamoxifen issue, but they don't get into
13 from, from siteto site. And also to 13 the science so much. So the question and I'm
14 recommend at that time people who might be 14 not.. we have proposed that they actually be
15 spe..., very knowledgeable on these types of 15 removed from the review process, or as has
16 issuesand those might be, they're not 16 been suggested today perhaps their role
17 necessarily published authors, but they might 17 should just be clarified more, but | would
18 be, for example, health and safe... safety 18 suggest, certainly they have aplacein the
19 expertsat aparticular company or even a 19 process. | mean they're participating
20 mine operator who, or amineralogist who is 20 agencies, it'san NTP listing, it's not an
21 familiar with that particular type of 21 NIEHSIisting. Dr. Olden is Director of the
22 compound at a particular mine or a 22 NTP which means he works with all of these
23 particular facility, but has not necessarily 23 other agencies, he's not the guy who runs
24 published a paper on it. Okay, so that's, 24 these other agencies and that will be true
25 that'sthe next major recommendation that we 25 of any subsequent Director also of course.
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1 had after releasing the background document 1 Sothere'saplacefor it, the Executive
2 before RG1. Of course we've recommended that 2 Committee, but | think it would be more
3 sincethisisnow an evolving process with 3 constructive for the processif instead of
4 therereally being not just a background 4 having the Executive Committee actually vote
5 document, but a bet..., what | would call a 5 onarecommendation, which | think they have
6 background document package, asit moves 6 mostly in the past, though | have no way of
7 forward through the process, each committee 7 redly verifying that, that the better way
8 adds comments and recommendations to become 8 todoitwould beto let each of the
9 part of the package, that information be 9 agenciesas an agency submit commentsto the
10 posted asit, asit develops and before each 10 Directorsand of course they would go
11 review committee meeting so that people have 11 through the head of the agency or whoever
12 achanceto seeit and if they, they notice 12 wason the NTP Executive Committee before
13 anything that's really off in there they 13 they got to the Director | assume and they'd
14 have achance to comment to the next 14  be signed off on. But then the agency would
15 committee. Now what..., probably the most 15 befreer to have, you know, their best
16 radical suggestion we made which has been 16 scientists, their most qualified scientists,
17 referred here today, not necessarily 17 particularly with regard to a particular
18 attributed to us, is, istherole, hasto do 18 proposed listing, take alook at what had
19 withtherole of the NTP Executive 19 been done with that listing and, and submit
20 Committee. We actudly... we made the point 20 redly scientific comments to the Director
21 that, that that is often viewed and in fact 21 andthe Secretary. There have been other
22 ismore properly characterized as a policy 22 issuesraised today which | think will come
23 level type of committee rather than a 23 upinthediscussion, so I'm going to cut it
24  scientific review committee. Asl understand 24 short and not comment on those yet. |
25 it, even though those meetings are 25 may.... well, you can count on meto jumpin
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1 asthey come up in the, during the rest of 1 theprocess of nomination that anybody that
2 thediscussion. So that'sal | have for now 2 consider that something should be nominated
3 other than what's in the written comments we 3 should be free to present it and then within
4 submitted. 4 the NTP, the gathering of information occur
5 DR. GOLDMAN: Thank you very 5 andthedecisionismadeif it, itisthere
6 much for that. Are there questions that 6 something, if there is enough material to do
7 people have, or points where you would like 7 it.But, 1,1, 1 wouldliketo, to, |
8 toreceive clarification? Mark? 8 wonder if you are suggesting that a
9 DR. TORAASON: Yeah. Playing 9 nomination be made more formal and that the
10 aroleinthe Executive Committee not as a, 10 people that nominate present evidence?
11 asamember but as a, sort of abriefer for 11 MR. KELLY: My understanding
12 our Director | would argue that | think that 12 of the process asit's written up right now
13 at timesthe Executive Committee can be more 13 isthat, isthat the nomination review
14 technical than it's being placed here. What, 14 committeeisfree to supplement what was
15 what does not take place at the Executive 15 submitted by the.. along with the original
16 Committee from my perspective is arehashing 16 nomination. The point I'm making isthat |
17  of issueswhere there'sagreat deal of 17 think it'simportant for the public and
18 agreement. It'sonly in particular cases 18 stakeholdersto know when a nomination has
19 wherethere's a contention over an issue and 19  been submitted and when there is going to be
20 inthese cases the Executive Committee will 20 work done by the nomination review committee
21 evauateit. So | think that their voteis 21  in making arecommendation on the sufficiency
22 important and they do play an impact and in 22 of the nomination and gathering further
23 asense... | can't speak for dl the 23 information. And it's the gathering further
24  agenciesthat areinvolved... that the 24 information part that | was particularly
25 Director doesn't go... our Director doesn't 25 interestedin. I..., once they make that
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1 goto the Executive Committee meeting without 1 recommendation and the Director approvesit,
2 athorough review of al the material and a 2 theprocessisset in place that you have to
3 brief onthat material, soit'sjust that if 3 gothrough amost atwo year review process
4 theresnothing in contention then it's 4 andit'sashame to see that happen if the
5 not... 5 nomination has not been based on complete
6 DR. GOLDMAN: Y eah. 6 dataor on datawhich is somehow flawed. So
7 DR. TORAASON: ...brought up 7 | would argue that it's important for people
8 and discussed again. 8 to know the nomination is about to be
9 DR. GOLDMAN: Thanksfor that 9 considered and to get to the nomination
10 clarification. Arethere questionsor..... 10 review committee all available information.
11 yes, Dr. Moure. 11 I think it's especialy important and to
12 DR. MOURE-ERASO: On the issue 12 suggest individual expertsthat that
13  of, of the nomination committee that you 13 committee should consult for further
14  were, you were discussing in there. The way 14 information, particularly on issues they
15 | read it you are saying that or imply that 15 regard as especidly significant. Does
16 the party that nominates a chemical from the 16 that...
17 NTPto be considered presents evidence or 17 DR. MOURE-ERASO: Yeah, |
18 presentsthe literature of the, of the, of 18 understand better what you're saying.
19 the chemical while you are making the 19 SPEAKER: | must be missing
20 nomination. My understanding, and | wish if 20 something, Bill, how iswhat you described
21 that NTP people should comment on thisis 21 different than what he is requesting? |
22 that, the responsibility of gathering the 22 mean you, you, you said you are going to
23 information for the nomination is the 23 solicit comment before the review begins,
24 NTP...., | mean they, they have, my 24  aren'tyou?
25 understanding is that they have facilitated 25 DR. ALLABEN: Yeah, we, we
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1 for anomination begins, but | think what 1 evidencepointsina, in aparticular
2 Mr. Kdly issuggesting is before we even 2 direction or not. | will also point out that
3 identify the nomination, before the 3 inthereview processthat Bill outlined,
4 nomination committee sees what is being 4 oncethe Director has selected alist of
5 proposed for possible nominations for listing 5 compounds that we can reasonably review in a
6 that there be a public notification of what 6 two year period in the NTP for the Report on
7 we're even thinking about considering and 7  Carcinogens, you have the opportunity to
8 getting someinput on that, isthat... 8 comment on those nominated chemicals and
9 MR. KELLY: Well, there are 9 clarify the record of the science on those
10 realy two distinct parts to the process 10 chemicals which we do encourage you to do,
11  now, that the review process does not begin 11  and you have the opportunity at that point
12 until the nomination which has been approved 12 to suggest experts who we might includein
13 for sufficiency goesto RG1, and the public 13 theoveral evalu... preparation of the
14 announcement is not made currently until just 14  background documents because at that point we
15 before the RG1 meeting. What I'm suggesting 15 have not started the background documents. So
16 isthat the public announcement process needs 16 thereisan opportunity to do effectively
17 to be moved farther back to the point where 17 the samething you're asking for after the
18 prior to consideration of the nomination by 18 choice has been made that these are the
19 the nomination review committee so that they 19 thingswe will review.
20 aresurethat they have al the important 20 MR. KELLY: | would like to
21 information on that substance or exposure. 21 seespecificaly stated in the procedures
22 Doesthat, doesthat help, Mark? 22 that beforethe RG1 review, theinvitation
23 DR. GOLDMAN: Chris, did you 23 for public comment will include the
24  wantto chimein, | think | understand what 24 invitation for recommendations on experts who
25 you'resaying, | actualy... 25  should be included in the preparation of the
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1 DR. PORTIER: 1,1 1 background document. | believe that's not
2 understand. | understand what you're saying 2 stated explicitly in the procedures right
3 and | want to make afew things clear. 3 now. And | understand your point of view, |
4 Number 1isthat the policy of the National 4 am sticking with my point of view that it,
5 Toxicology Program isthat just because a 5 it would be valuable for the nomination
6 chemica entersthe review process does not 6 review committee to, to have a chance to
7 mean in any way, shape or form it is suspect 7 review all the best available information
8 asacarcinogen; that is not the intent of 8 before they make a decision on whether to go
9  our processin advance. Obviously we spend 9 forward with the nomination, and as | said |
10 timeand effort up front looking at what's 10 understand your point of view also, that
11 availableto us, we balance alot of issues 11 that'snot g, it's not areview decision, so
12 inthenom..., in evaluating what the 12 thereweleaveit, it's a suggestion.
13 nomination committee gives usin terms of 13 DR. GOLDMAN: | havea
14 resources we have available to includein 14 question for you. Y ou suggested in your, in
15 our overal review and a number of things. 15 your statement that it would be good to
16 Andsoit's not simply a science issue per 16 expand the core of knowledgeable experts to
17 seup front. But | do want to make it 17 include people who are not scientists and
18 clear, you're presuming in some sense we're 18 don't have any scientific information to
19 reviewing thisin the nomination committee 19 contribute about the carcinogenicity of the
20 with theintent of deciding whether it has 20 chemicaslike mine operators and you listed
21 enough evidence to actually make the listing, 21 someothersand... | wasvery surprised at
22 that's not theintent. Theintent of the 22 that suggestion and, and | wanted to
23 nomination committee is to decide whether or 23 understand what it isthat you felt that
24 not there is enough evidence to review, not 24 those folks could contribute to this kind of
25 enough.. not the question of whether that 25 processin terms of trying to sort through
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1 evidence about carcinogenicity? 1 DR. GOLDMAN: The question of
2 MR. KELLY: Weéll, I'm not 2 whatisVermiculite.
3 surel meant to suggest they weren't 3 MR. KELLY: What is
4 <cientists. | mean some of them might be, 4  Vermiculite, doesit have asbestosin it or
5 might be... 5 not and you're going to need people to
6 DR. GOLDMAN: You said they 6 present technical information from the Libby
7  might not have published... 7 facilitiesitself, you know, presumably there
8 MR. KELLY: ..beamin..., be 8 isexposure information that has not
9 amineraogist, for example. 9 necessarily been gathered by toxicol ogists or
10 DR. GOLDMAN: Uh-huh. 10 epidemiologists or pathologists or, or
11 (Indicating affirmatively.) 11 other...
12 MR. KELLY: | don't know 12 DR. GOLDMAN: Okay, that helps
13  whether you'd consider that a scientist or 13 meunderstand.
14 not, but say somebody who runs amine and 14 MR. KELLY: ..hedthsci...,
15 analyzes samples from the mine or whatever 15 hedth scientists...
16 would bein aposition to say what are the 16 DR. GOLDMAN: That helps me
17  actua exposures at that particular mine and 17 understand what you meant.
18 the same would be true for say a production 18 MR. KELLY: ...that will
19 facility... 19 help, help understand what exactly isthe
20 DR. GOLDMAN: Iswhat you're 20 substance to which these people are exposed.
21 getting at... 21 DR. GOLDMAN: Thank you very
22 MR. KELLY: Those are the 22 much. Okay, well, I've let us go past our
23 technical, technical people but not 23 timefor the break and.....Oh, one more
24 necessarily scientistsin the sense of being 24 comment, sorry.
25 toxicologists or epidemiologists or 25 DR. DELZELL: | believeyou
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1 pathologists. 1 mentioned that the, the language of the
2 DR. GOLDMAN: So iswhat 2 solicitation for public comments that's made
3 you'regetting at isjust physically what or 3 dfter thenomination is, is not clear. Can
4 chemically what's the actual identity of the 4 you be more specific about that?
5 agent?Isthat the issue you'retrying to 5 MR. KELLY': You might be
6 getat isthereascientificissuein there 6 referring to the comment | almost directed
7  about, you know, mineralogy or chemistry of 7 directly to Christhat the, the currently
8 theagent? 8 thesolici.. solicitations for public comment
9 MR. KELLY: Yes, were 9 do not ask the public to suggest compound
10 talking, we'retalking... 10 specific experts who could contribute to
11 DR. GOLDMAN: Isthat what... 11 preparation of the background document and |
12 MR. KELLY: ...about the 12 suggested that that be specifically included
13 properties... 13 inthenoticesand in the procedures. Is
14 DR. GOLDMAN: 'Cause | just 14 that what you're referring to?
15 didn't... 15 DR.DELZELL: Yes.
16 MR. KELLY: ...properties of 16 MR. KELLY: Did, am | clear
17 the exposure, whether it's a single exposure, 17 about that?
18 whether it's amixed exposure, what exactly 18 DR.DELZELL: Yes.
19 it, it lookslike. Some, particularly 19 MR. KELLY: Okay. Dr.
20 industrial mineralsexistina quitea 20 Toraason, | got the feeling | did not
21 variety of forms depending on the particular 21 sdtisfy...
22 minera deposit. Some of you may be familiar 22 DR. TORAASON: No, |
23 with the, the whole controversy having to do 23 understand it now. Aswe went around and
24 with, | forget the, the Vermiculite 24  around there, we talked about it.
25 controversy and whether... 25 DR. GOLDMAN: He understands.
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1 DR. TORAASON: Yeah, | 1 let'sgo ahead then and...

2 understand. 2 DR. PORTIER: Clearly we can

3 DR. GOLDMAN: Understand 3 wait 'til after lunch for your presentation

4  the...yeah, that'simportant, thank you so 4  andyou can contact him and...

5 much. Okay, as| said before, | was starting 5 DR. GOLDMAN: And...

6 tosay wedid go right through the break and 6 DR. PORTIER: ...discuss the

7 what | want to propose is that we would 7 issue...

8 continuein this manner until noon and break 8 DR. GOLDMAN: Alsol havea

9 at noon, for abrief lunch. Isthat okay or 9 re.
10 do we need to adhere to the 12:15 break 10 DR. PORTIER: ...we can decide
11 time? Mary, just pipe up if...it's, that's 11 after lunch.
12 okay, isthat okay with peopleinthe 12 DR. GOLDMAN: | also havea
13 audiencethat instead of at 12:15 we would 13 request from one of the later speakersto go
14  takeour lunch break at 12, so that I'm, I'm 14  beforelunch, if.... isthat.. would that be
15 basically cutting out the little morning 15 okay for you to stay through lunch and...
16  break, but trusting that you can come in and 16 MS. LEHURAY: Sure, that'd
17 out. So why don't we go ahead and keep 17 befine.
18 moving on? IsJames McGraw here? 18 DR. GOLDMAN: ...do it after
19 MS. LEHURAY: No. 19 lunch? Isthat al right? Okay, why don't,
20 DR. GOLDMAN: No, I'd 20 why don't we go ahead then? Jennifer Sass
21 heard...yeah, | thought he wasn't going to 21 had requested to try to go before lunch
22 beableto makeit, but we do have aletter 22 because of ascheduling conflict. So we will
23 from himand |.. and Richard Becker | take 23 then accommodate that and.... I'd like to
24 itisstill digging... 24  seeRick heresolet'scal him.
25 MS. LEHURAY: Through the 25 MS. SASS: Isit okay if |

Page 114 Page 116

1 mehisdides. 1 givemy comments from here?

2 DR. GOLDMAN: Or ishe going 2 DR. GOLDMAN: | think it may

3 tocontinueto try to soldier on and get 3 bedifficult, if you, if you do need to

4 here, they might dig him out if he wantsto 4 spesk from back there, thereisamic on the

5 golater. | could move on to the next 5 pole, you could use that mic | think or sit

6 speaker. 6 down at your chair, but then we won't be

7 MS. LEHURAY: I, 1 could 7 ableto seeyou, soit would be better if

8 either give his presentation, or if you're 8 you're speaking into amic and we are

9 going to continue tomorrow, he doesn't think 9 recording so we want to make sure that...
10 hell be ableto get out today. 10 MS. SASS: Isthison?I'm
11 DR. GOLDMAN: We may be 11 Jennifer Sass with the Natural Resources
12 concluding today, so it could be that the 12 Defense Council. These are short comments and
13  best thing then would be to go ahead and et 13 I'vealso handed afew copiesin some
14 you keep your placein line here and, but 14 written comments... some written copies. |
15 they may be plowing theareaout. If, if... 15 haveonly two pointsand I, | don't think
16 MS. LEHURAY: Wéll, | know 16 they're, they're actually very radical at
17 there was some areas, and I'm not sure where 17 al, soI'm sure that when you hear them
18 Rick lives, but for example they closed 18 you'll really be excited about making these
19 Georgetown Pike this morning because of ice. 19 minor changes. I'm aso volunteering, I, |
20 DR. GOLDMAN: Yeah. 20 train guide dogs, thisone'sin training, so
21 MS. LEHURAY: Soif he 21 | hope she doesn't get out of hand. The
22 lived out that way it's more, more than a 22 firstisthecriterial think need an
23 plowing problem, it'sice on the road, so... 23 explicit description of how mechanistic data
24 DR. GOLDMAN: Okay. | know. 24 can be used to upgrade an agent. The NTP
25 | drove here, | know about the ice, okay, 25 criteriafor listing agents in the Report on
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1 Carcinogens as quote, known to be human 1 clarification should be part of the criteria

2 carcinogen, unquote, requires sufficient 2 asopposed to listed below and even this

3 evidence of carcinogenicity from studiesin 3 clarification though, we don't think is

4 humans, which indicate a causal relationship 4 sufficient, for example Vinyl Chlorideisa

5 between exposure to the agent, substance or 5  known human carcinogen, but Vinyl Bromide and

6 mixture and human cancer, that's the criteria 6 Vinyl Fluoride also produce tumorsin

7 asit'slisted. Thecriteriaaso allow for 7  experimental animals and the same types of

8 conclusions of carcinogenicity to be based on 8 DNA adductsin exposed animals and the same

9 scientific judgment with consideration of all 9 metabolites by rodent and human liver
10 relevant information, thisis also written. 10 microsomes. All of thisinformation
11 Thisrelevant information may include 11 indicatesthat these Vinyl halides act by a
12 mechanism of action information. The 12 common mechanism and should be regarded as
13 criteria, the criteria describe how 13 human carcinogens. | think that the NTP
14 mechanistic data may be used to de-list or 14 doestakethiskind of thing into account, |
15 downgrade an agent that causes cancer in 15 just think that this spe..., the language
16 animals. The criteria state, quote, for 16 should be explicit and it should be included
17 example, there may be a substance for which 17 inthecriteria. It would be misleading for
18 there's evidence of carcinogenicity in 18 aworker to believe that his or her cancer
19 laboratory animals, but there are compelling 19 risk isreduced when working with Vinyl
20 dataindicating that the agent acts through 20 Bromide for instance versus Vinyl Chloride.
21 mechanisms which do not operate in humans 21  The NTP RoC needs to maximize the
22 and would therefore not reasonably be 22 appropriate use of this mechanistic datato
23 anticipated to cause cancer in humans, that's 23 properly inform the public of cancer hazards
24 thelanguage of the example that's given. 24  that they may encounter in environments and
25 However, it isan obvious, obvious absence 25 work places by including specific and
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1 that the criterialack an explicit 1 explicit language in the criteria, thank you.

2 description of how mechanistic data can be 2 DR. GOLDMAN: Any questions

3 usedto upgrade an agent. Especiadly to the 3 for Dr. Sass? Comments?

4 known human carcinogen category. So, we think 4 DR. MOURE-ERASO: |

5 thatit'sessential to have explicit criteria 5 appreciate your comments Dr. Sass, | think

6 laid out that would allow the use of 6 it'sa it'satopic very near to my heart

7 mechanistic datato list or upgrade an agent 7 because | wasinvolved in these decisions

8 to known human carcinogen where it's 8 and, and | would like simply to add that,

9 appropriate. | know that the NTP considers 9 that thefirst part of your, of your
10 this, but | think it should be part of the 10 commentsthat, that you say, that an example
11 language and not just a, a negative example. 11 is,is, isput on the current comments on
12 My second point is that the NTP Report on 12 thecriteriathat of how mechanisms of
13 Carcinogen needs to maximize the appropriate 13 actions could be used to change a nomination
14 use of mechanistic datato properly inform 14 or, or a or a decision of being aknown
15 the public of cancer hazards that they may 15 human carcinogen to being areasonably
16 encounter in the environment or the 16 expected to be a human carcinogen. Actually
17 workplace. After presenting the criteria, the 17 the, the, the cases of Vinyl Chloride, Vinyl
18 report provides a definition of human studies 18 Bromide and Vinyl Fluoride is probably the
19 astraditional cancer epidemiology, datafrom 19 counter example that isthe oppositein
20 clinical studies and/or data derived from the 20  which mechanism data was considered in the
21 study of tissues of humans exposed to the 21 discussions of the bureau of scientific, of
22 substancein questions and useful for 22 the, of the Board of Scientific Counselors
23 evaluating whether arelevant cancer 23  to, to change the nomination for reasonably
24 mechanism is operating in hum.... in people, 24  expected to be a carcinogen to a known
25 that'sthe language that's used. This 25 carcinogen, and actually the decision of the
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1 Board of Scientific Counselors was 1 comments, (4) They did not give the public

2 specifically that based on the similarities 2 sufficient time to address the Board of

3  of action between Vinyl Chloride and Vinyl 3 Scientific Counselors, (5) And they did not

4  Bromide and Vinyl Fluoride; so thereisa 4 permit dialogue or questions and answers

5 particular example of what you are saying in 5  between the public and the Board of

6 thefirst paragraph. 6 Scientific Counselors, and finally they did

7 MS. SASS: Right, thank you. 7 not provide aresponse to comments that were

8 Yeah, that, that istrue of course and what 8 submitted and some of these were pretty

9 I'mhoping isthat tho..., that kind of 9 technical comments that would have made a
10 language and some language that captures 10 substantial differencein the Board's
11 those kinds of uses can be put into the 11 decision about the carcinogenicity of
12 criteriamore explicitly. 12 beryllium. To give you some specifics about
13 DR. GOLDMAN: Okay, don't 13 the process, the public was not given an
14 everybody stampede toward the door, but I've 14 adequate opportunity to present their
15 had another request for somebody to be moved 15 commentstothe NTP. One deficiency was the
16 upintheorder and which we're going to go 16 scheduling of nine chemicals to be reviewed
17 ahead and accommodate, another flight that 17 by the Board of Scientific Counselors during
18 somebody has to catch, and so speaker number 18 atwo day period. During public comments on
19 8, Dr. Roth. 19 the beryllium nomination, members remarked at
20 DR. ROTH: Thank you for 20 severa points as to the need to conclude
21 accommodating me, |, | don't know if the 21 consideration of beryllium and move onto
22 flight's going to take off after hearing 22 theremaining chemicals because of the press
23 that Old Georgetown Road was closed, but... 23 of time. Another deficiency was the
24 | have been involved with beryllium for over 24 limitations on the interaction between public
25 25yearsasal.S. government agency 25 commentors and the Board of Scientific
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1 officia reviewing the beryllium epidemiol ogy 1 Counselorsin discussing the adequacy of the

2 data asitwasat thetime. Asa 2 two key studies. Indeed at various points

3 researcher I've published quite alot on the 3 some members of the Board of Scientific

4  epidemiology of beryllium. | wasa 4 Counselors agonized as to whether they should

5 commentator to a number of different panels 5 even be discussing the comments from the

6 and committees such asthisfor OSHA, EPA, 6 public or answering questions as opposed to

7 NIOSH and then | served on numerous panels, 7 merely listening, listing the comments. Next

8 agency panelsto deal with beryllium. My 8 the composition of the Board of Scientific

9  full comments on the beryllium hearings, the 9 Counselors was another deficiency; only seven
10 NTP beryllium hearings are, was submitted to 10 of the twelve Board members were present for
11 you andthey're available outside aswell. | 11 theddiberation, five of the members did
12 would just like to summarize some of these 12 not hear the public comments including some
13 comments herein about five or ten minutes. 13 principa reviewers. In fact, the key with
14 The comments are divided into two portions, 14 beryllium epidemiology is the epidemiology
15 thefirst of which isthe process, and the 15 and there was only one epidemiologist present
16 second I'd liketo give you alittle bit of 16 at thetime. Another deficiency was selecting
17 thetechnical substance. The major problems 17 asoneof thethree primary reviewersa
18 that we've had with the process section of 18 member who had co-authored at least two
19 theberyllium hearingswith NTP are (1) NTP 19 papersand was apparently working on athird
20 did not prepare an adequate background 20 paper with Dr. Ward. That was one of the
21 document, (2) They did not provide the 21  key epidemiologists. This person's work was
22 public timeto review the background 22 at the crux of the board's decision to
23 document, (3) They did not give the Board of 23 support acancer classification change for
24 Scientific Counselors sufficient timeto 24 beryllium. Persons should not be chosen as
25 review the background document and the public 25 primary reviewers on proposed nomination for
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1 achangein cancer classification if they 1 States. Of these, five showed no statistical

2 have been professionally close or personally 2 association between lung cancer and, and

3 linked to an author of the primary studies 3 exposure to beryllium whatsoever, none

4 used to support the change. Those summarize 4  whatsoever. In fact some of these five

5 some of the problems with the process. NTP's 5 studies had anegative association, that is

6 criteriafor listing states. conclusions 6 tosay for the beryllium workers the levels

7  regarding carcinogenicity in humans or 7  of lung cancer were lower than the

8 experimental animals are based on scientific 8 population in general, the U.S. populationin

9  judgment with consideration given to all 9 genera and far lower than the relevant city
10 relevant information. In several respects, 10 rates; in other words it was just the
11 relevant information concerning beryllium was 11 opposite way. There were only two plants
12 excluded from consideration by NTP. And there 12  that showed any association and the relative
13 weretwo instances of this. OnewasaPh.D. 13 risksfor these plants were extremely low,
14  thesis whose document was available online 14 they werelike 1.2, 1.3. Adjusting for
15 and they refused to consider it because it 15 smoking even in the papers upon which the
16 wasjust aPh.D. thesis and another of which 16 Board of Governorsrelied upon, which showed
17 wasapaper that | had published with Levy 17 that one of these plants, all the
18 and Roth. The, an early draft of the paper 18 association was associated with smoking, it
19 was submitted to the committee, they refused 19  had nothing to do with beryllium exposures.
20 tolook at it because it wasn't yet peer 20 Sosix out of the seven plants showed
21 reviewed, but it was peer reviewed and 21 nothing. Thelast plant adjusting for city
22 published two months before the background 22 ratesinstead of the U.S. rates also showed
23 document came out. So that data were 23 that there was no association. If you looked
24 available. And the datain the paper were 24  at dl the data collectively, that isto say
25 key because they addressed just the issues 25 fromal seven plantsinstead of cherry

Page 126 Page 128

1 that were raised at the meeting, and the key 1 picking plantsthat would have also shown no

2 issueswas, smoking was one of them and our 2  association whatsoever. Despite this,

3 paper had shown that adjusting for smoking 3 beryllium's designation was changed from

4  aonewould have changed all the 4 being a probable risk association with lung

5 datitically significant associations with 5 cancer to aimost a certainty. | believe that

6 beryllium and lung cancer would have been 6 thisexperiencereveasthat NTP's processes

7  attributed to smoking alone, so smoking was 7 areseverely deficient asareits criteria

8 acritical issue. Another critical issuein 8 asappliedin practice. NTP should revise

9 the paper was whether or not to compare the 9 itsprocess and its practicesin applying
10 lung cancer rates of beryllium workers 10 itscriteria. Reconsideration of beryllium
11 compared to the U.S. asawhole or to 11  and beryllium compounds will be agood place
12 compareit for the relevant ratesto the 12 for NTPto start in applying improved
13 city in which the plants were located and in 13 processes and procedures. Now the
14 which most of the beryllium workers worked. 14  documentation for everything that 1've told
15 Adjusting for city ratesinstead of using 15 you was contained in the footnotes to my, to
16 national rates, which include rura areas 16 my comments, so if you have any detailed
17 where lung cancer rates are much lower, 17 questionsyou could refer to those. Those
18 would have also changed the association from 18 aremy comments.
19 beryllium and lung cancer from being positive 19 DR. GOLDMAN: Thank you very
20 to being negative, no association whatsoever. 20 much. Questions? Yes.
21 To put the, al the beryllium datainto 21 DR. ALLABEN: Looking at, at
22 perspectiveisthat all these papers, ours 22 your written comments, would you say that
23 aswell asal the others, looked at seven 23 you have several problems with the review
24 beryllium plantsin the United States, the, 24 process, they're al specific toward
25 dl the production facilities in the United 25 beryllium. Would you say that these were
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1 endemic to the entire process, or that 1 trying to get back to that and, and...
2 beryllium just got a short shrift here? 2 DR. ROTH: Right.
3 DR. ROTH: | would, well, 3 DR. GOLDMAN: ..what, inthe
4 thefact that there were... I, | only 4 bigger picture just looking back from that,
5 attended the beryllium hearings, okay, so | 5  your experience obviously with the compound,
6 couldn't tell you about the others. But | 6 but what you've learned from that and what
7  saw with the short time period they were 7 you would like to communicate to us about
8 covering nine pollutantsin avery short 8 what you think needs to change.
9 period of time, and for the other chemicals 9 DR. ROTH: Right, | havea
10 | know that there weren't any, there, there 10 great deal of difficulty just in doing my
11  was maybe one epidemiologist and I'm sure 11  job and working with the technical portion
12  that with the other chemicals epidemiology 12 of things, processis generally way beyond
13 wasalso of concern, so even though | didn't 13 me, but it seemsto me that there are things
14 attend the other sessions | would assume 14  that you could do, number 1, if you don't
15 that it was aso endemic to the other 15 have an adequate number of epidemiologistson
16 chemicalsaswell. 16 oaff, whichis, and theissueis
17 DR. GOLDMAN: Can | just ask 17 epidemiology, then you shouldn't approve
18 aquestion just for clarification? I'm 18 anything until you know you have an adequate
19 thinking back, I'm trying to remember, which 19 number of epidemiologists on staff, and the
20 Report on Carcinogens contained thislisting 20 other things are pretty well laid out. For
21 change? 21  example, there maybe should be very, there
22 DR. ROTH: Isit the 10th 22 should be specifics up until what point do
23 report? 23 you accept published papers, like here our
24 DR. GOLDMAN: It wasin the 24 paper was published in the peer reviewed
25 10th,soit wasthelast... 25 cientific literature two monthsin advance
Page 130 Page 132
1 DR. ROTH: Right. 1 before the document came out and it seemsto
2 DR. GOLDMAN: ... the last one 2 methat you should try to take advantage of
3 andas..and | know that you commented the 3 dl thislatest information. And you know,
4 last meeting so you've obviously observed 4 the other things that | addressed | think
5 some of the changes that have occurred in 5 it'sfairly obvious what the next step
6 the processand | was wondering compared to 6 should be, you know, if, there should be an
7  then and versus now where you see the 7  opportunity for commenters to hear the
8 changes having been made and more broadly 8 criticismsof their work, or you know, where
9 what you think are the most important areas 9 it'saccepted and not accepted. So the
10 that need to be addressed. Because, | mean 10 process should make sense.
11 some of these thingslike bringing in more 11 DR. GOLDMAN: And your paper,
12 experts, they have made that as a change, | 12 isthat the Levy and Roth 2002, isthat the
13 think there probably would be more 13 onre..
14 epidemiologists today and so forth, but maybe 14 DR. ROTH: Right...
15 some of these there haven't and... 15 DR. GOLDMAN: ...that you're
16 DR. ROTH: Right. Well, 16 referring to?
17 again, are you talking about process or are 17 DR. ROTH: ...right, and it's
18 you... 18 published in Inhalation Toxicology.
19 DR. GOLDMAN: The process, 19 DR. GOLDMAN: In Inhalation
20 vyes.. 20 Toxicology. Okay, thanks. Any other questions
21 DR. ROTH: Okay. 21 or comments before we... oh wait.. go
22 DR. GOLDMAN: ...interms of 22 ahead....you first and then.
23  the subject matter of our meeting... 23 DR. MOURE-ERASO: | would
24 DR. ROTH: Right. 24 liketo first make the comment that I, I, |
25 DR. GOLDMAN: ... today, I'm 25 amamazed of the lengths that you have gone
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1 to continuetrying to save the good name of 1 think that isnot useful.... if you can make

2 beryllium through the years. | have been 2 some recommendations specifically some

3 following your presentations and it seems 3 procedures that would be helpful...

4  that has been atremendous effort that has 4 DR. ROTH: Right.

5 been put. One question that | have on the 5 DR. MOURE-ERASO: ...but you

6 specificsthat you recommend isyou, you are 6 know, | don't think...I don't think that you

7 sayingthat if areviewer on the Board of 7 aregoing to have a second bite at the

8 Scientific Counselors has been involved in 8 apple..

9 producing a scientific study that somehow 9 DR. ROTH: Right.
10 relateto theissuethat that person 10 DR. MOURE-ERASO: ...totry to
11 shouldn't be alowed to, to be areviewer? 11 declassify beryllium...
12 DR. ROTH: That, that 12 DR. ROTH: Right.
13 individual was pretty much an advocate that 13 DR. MOURE-ERASO.: ... in this
14 beryllium isacarcinogen, you know, he had 14 forum.
15 anaxeto grind before he came and they 15 DR. ROTH: Right, well, |
16 didn't even pay attention to our paper 16 think at aminimum, at a minimum they should
17 whatsoever. 17 bereading and paying attention to and
18 DR. MOURE-ERASO: Yeah. |, | 18 giving credibility to the published papersin
19 disagree with you very, very strongly. | 19 theopen scientific literature.
20 don't, | think that we aren't talking about 20 DR. GOLDMAN: Point well
21 having axesto grind, probably there would 21 taken, and, and | think your point about
22  be other persons here that have axes to 22 mak...you know, having a clear idea of a cut
23 grind, I, 1, | disagree with your 23  off for when papers will not, can no longer
24 characterization of the person that you 24 be brought into the processis an excellent
25 pointed out here. 25 point obviously, logicaly.
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1 DR. ROTH: Right. Ata 1 DR. ROTH: Mm-hmm.

2 minimum the individual should have looked at 2 (Indicating affirmatively.)

3 thelatest scientific research which was a 3 DR. GOLDMAN: Every day

4 published paper and not only wasit just a 4 there'sanew paper and you have to have

5 generd scientific paper, but the issues that 5 someway to stop the flow in so that you

6 werediscussed at the meeting was whether or 6 cananayzewhat's there and that just needs

7 not there were other confounders that could 7 tobeclear. | thought that was agood

8 have explained the elevated levels of 8 point. Let'snow moveon. Amy, I'm..we

9  beryllium lung cancer. And the issues were 9 haveto...you know, we only...oh, Bill had
10 smoking, whether or not...what rate should be 10 hishand up, I'm so sorry, Bill, it's hard,
11 used asareferent population and whether or 11 my eyesin the back of my head are covered
12 not al seven plants should be considered as 12 by my hair.
13 opposed to one or two plants, these were... 13 MR. KELLY: I'msorry, I'll
14 DR. MOURE-ERASO: Yeah, I, | 14 try to be very brief. This again goes back
15 heard, | heard... 15 totheissue of making surethat the
16 DR. ROTH: These were the 16 nominationis correctly described from the
17 precise...so the paper was extremely 17 outset. What, it, perhaps my recollectionis
18 relevant, it addressed... 18 faulty, but wasn't there with beryllium an
19 DR. MOURE ERASO: But you 19 issue of worker exposure coincidentally to
20 know, the objective of, of our exercise here 20 Sulfuric Acid mist and did not, did that
21 istodiscuss how could, how could we 21 have abearing on the carcinogenicity issue?
22 improvethe process, | don't think that we 22 DR. ROTH: Right, that, that
23  want to re-litigate al the aspects that you 23 wasanother issue that | didn't raise but
24 have repeated over and over in every forum 24 the one plant that had the highest levels,
25 or the beryllium industry has, | think... | 25 relativerisk of about 1.4 the.. that used
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1 Sulfuric Acid and it was listed the, there 1 1 wantto make surethat....

2 areindividuals that thought that that could 2 DR. GOLDMAN: Because I'm

3 betheassociation, that could be the, the 3 afraid that wewill lose our audience.

4  confounding factor, that could be another 4 DR. PORTIER: I, | want to

5 confounding factor, so you're right, Sulfuric 5 make surewe, it's clear we have plenty of

6 Acid was another issue. 6 time, we'd like to come back after lunchin

7 DR. GOLDMAN: But that sounds 7  casethere are people who show up. I, |

8 tomelikean issuefor the epidemiology 8 don't want torushthisat all.

9 review intermsof if there's confounding... 9 DR. GOLDMAN: Do you want to
10 DR. ROTH: You'reright. 10 go ahead and give your comments now and then
11 DR. GOLDMAN: ...and not in, 11  perhaps we can have both comments before
12 and not so much an issue of the nomination 12 lunch, take our break, come back and make
13 tomehbut... 13 surethat we've discussed and summarized.
14 DR. ROTH: Right, but it's, 14 DR. PORTIER: And | would
15 it'satechnical issue. 15 appreciate afive minute break right now,

16 DR. GOLDMAN: It'sa 16 yes.

17 technical issue. Why don't we go ahead now, 17 DR. GOLDMAN: Wédll, Chris, if

18 I'm seeing here the numbers of speakers that 18 we're going to take a break now sinceit's

19 areleft are dwindling down and we've got 19 noon why don't we just break for lunch then?

20 twomoreonthelist. Arethere othersthat 20 | mean, it's... that's my sense, is that

21 I'mnot aware of who are here to speak 21 okay?Yeah, why don't wejust take alunch

22 because when | just again kind of, it's noon 22 break and what time do you want to come

23  and | said we'd break for lunch now, but I'm 23 back?

24 tempted to say we could move forward with 24 SPEAKER: You're the Chair.

25 thelast two presentations and then break 25 DR. GOLDMAN: Say at, how
Page 138 Page 140

1 for theday. Now if people would find that 1 long doesit take to get lunch here?

2 tobean appealing aternative, | don't 2 DR. WOLFE: The, the lunch

3 think that the lunch options around here are 3 optionsare basically to go across the

4 necessarily the greatest, but | want to 4 dtreet to the Natcher building, there are

5 check in also with our last two presenters 5 just, there's very limited food downstairs

6 and, and if any of you were counting on the 6 becausethey're renovating the cafeteria. But

7 lunch aswell for some reason, you don't 7  right across the street in the Natcher they

8 haveto say what it was... Amy, what, what's 8 havelikeafull surface cafeteriawith

9 your pleasure? 9 sandwiches and salad and some hot things, so
10 SPEAKER: | think we should 10 it'sjust right across the street.

11 goahead and... 11 DR. GOLDMAN: So why don't we
12 DR. GOLDMAN: Go ahead? 12  say that we'll be back here by say 1

13 SPEAKER: Yes. 13 o'clock? That's abit of awalk, and people

14 DR. GOLDMAN : Let'sforge 14 haveto bundle up to go back and forth so |

15 forward then and let Ann, you want to, you 15 apologizeto you, Ann.

16 wantto havea..let'sgive peoplea 10 16 MS. LEHURAY: If | could

17 minute break, 10, 15 minute break. Chris? 17 just do onething before lunch, I'd like to

18 DR. PORTIER: | would feel a 18 answer Dr. Toraason's question that you asked
19 lot more comfortableif we came back after 19 about the, Dr. Roth about beryllium, because
20  lunch and just summed up and continued. | 20 if welook at NTP'scommentsin 1999 at a

21 don't want to feel like we are rushing 21 similar meeting | think we had something

22 through these public comments. Thereis no 22 like 9 or 10 one pages from different

23 reason for rush, we can do your comments 23 chemicals or substance groups describing

24 before lunch. There's good reasons to do 24  their experience with the, with the

25 them before lunch ‘cause many may not come 25 process... the Report on Carcinogens process.
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1 And then of course we had Dr. Roth on 1 about listing, listing, listing, but of

2 beryllium and then Dr. Piccirillo will be 2 courseif you look at NTP's websiteit's

3 giving an example from the 11th Report on 3 awayslisting/de-listing and there have been

4  Carcinogens, you know, to answer any issues 4  several cases of substances that have been

5 you, people had, and that kind of, Dr. Roth 5 delisted and | think that the processes

6 doesn't have an overview of al the 6 that are thought of should include talks

7  different people that had been inolved. Thank 7  about how do we de-list when it's

8 you. 8 appropriate. So | apologize for having to

9 (WHEREUPON, alunch recess was taken.) 9 pull these apart. On scientific quality just
10 DR. GOLDMAN: Okay, | can't 10 to, tolook at the...by the way, copies of
11 think of anything | really wanted to do. 11 thesedlides are available on the table
12  All right, we have a couple more 12  outside and | appreciate greatly the staff
13 presentations from members of the public and 13 here helping meto get the Internet
14  starting with the American Chemistry Council. 14 downloaded to make the copies. But the
15 Thistimel will, I'll actualy let you go. 15 found..., the foundation of the Report on
16 MS. LE HURAY: Sorry? 16 Carcinogenslistings and de-listing should
17 DR. GOLDMAN: Thistime I'll 17 aways be based on quality of science. You
18 actudly let you go. 18 know, as| had said in one of the comments
19 MS. LE HURAY: All right, so 19 that | made, the chemical industry isa
20 everybody hasto pretend that I'm Rick 20 science based industry and we employ
21 Becker, and like | said, through the miracle 21 scientists, we consult with scientists and we
22 of modern technology Rick was able to e-mail 22 have astrong...have afoundational
23 mehisdlides. We aso have written comments 23 philosophy that regulations and any kind of
24  that are aso not here today, but I've been 24  decisionsthat affect our industry should be
25 assured by NTP that they will be made part 25 based on science. And we're more than
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1 of therecord and up on the website and that 1 willing at the, and | think that's been

2 kind of availability. But if anybody wants 2 shown through time, if the scienceiis...so

3 toseeacopy of our comments you can 3 indicates, to take appropriate actions even

4  certainly get in touch with Rick or myself 4 if it, you know, impacts on our industry and

5 or anybody at the NTP and we will be happy 5 I think that that's been shown most recently

6 to giveyou comments, they might even be 6 inthewhole P-Tox developments where 3M

7 posted on our public website, I'm not sure 7  voluntarily suggested removing them from the

8 about that. So essentially, the ACC comments, 8 marketplace. So anyhow, because the basis of

9  American Chemistry Counsel subcommittee, the 9 the RoC should be quality of science. It
10 bulk of the chemical industry in the United 10 should constitute comprehensive and thorough
11 Stateshas... would like to recommend several 11 reviewsand interpretations of the best
12 improvements to the process and to the 12 available science. It should, scientific
13 criteriaused in the Report on Carcinogens, 13  experts, those with specific knowledge of the
14 and one way of strengthening the scientific 14 issuesinvolved should beinvolved in the
15 quality isthrough strengthening the process. 15 process. The process, whatever parts of the
16 | believethat that should be obvious. The 16 process should be conducted in a manner that
17 second is enhancing the public participation 17 fostersadialogue, and the decision making
18 processesin the development of the Report 18 should be transparent and that goes hand in
19 on Carcinogens listing, and thirdly, we have 19 hand of course with the concept of fostering
20 some recommendations on the clarification of 20 thediaogue. It means having open meetings,
21 what the criteria should be for listing and 21  stakeholder involvement, meaningful
22 de-listing chemicals as Carcinogens. 22 opportunities for input and for scientific
23 I'm just going to go ahead, go on 23 interaction. Any changesthen to the Report
24  and do asidebar to say that in the 24 on Carcinogens that NTP contemplates should
25 discussion this morning we've been talking 25 befocused on ensuring that these changes,
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1 opportunities for input are enhanced. And of 1 evaluatesthe same chemicalsto...for their

2 course, | mentioned earlier too in one of my 2 reproductive and...for their reproductive

3 commentsthat we have two new, relatively 3 and..

4  new directivesthat need to be thought about 4 DR. GOLDMAN: Developmental.

5 intheentire change process and that is 5 MS. LE HURAY:

6 what impact does data quality have to have 6 ...developmental, thank you, for toxicity,

7 onwhatever goes on in the Report on 7 andlooks at that in specific. So that

8 Carcinogens and secondly, you know, how, how 8 process has been much more open and that is

9  doesthe peer review requirements recently to 9 part of our recommendation. In our written
10 come out promulgated by the Office of 10 commentswe get into a detailed proposal,
11 Management and Budget, how isthat 11 not necessarily the fina thing, but a
12  incorporated in this process? 12 detailed proposal of how the CERHR process
13 Just to go on alittle bit, but 13 asit currently exists might be adapted to
14  redly | would like to see enhanced 14  the Report on Carcinogens process. Just for
15 processes that include the public and 15 those who might not be aware, off of NTP's
16 stakeholder participation, enhanced 16 websitethereisaflow chart for the CERHR
17  opportunities and not just writing comments 17  process, which shows right from the very
18 that for all appearances go into the void 18 beginning an open nomination process, anybody
19 and wedon't ever know if there'sbeen a 19 can nominate for listing, and in the case of
20 response to the comments, but actually having 20 RoC for de-listing. The nominations are
21 it asmore of an interactive process. 21 reviewed by NTP who brings some of them
22 That'swhat it's all about. 22 forward, this recommended, recommendations,
23 So how do we propose to do that? 23 lotsof opportunitiesin the beginning for
24 We, at ACC anumber of people were called 24 NTPto consider al the various important
25 together and we looked at the process asiit 25  aspects about whether there's data available,
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1 wasbefore 1999. When we looked at the 1 whether it'stimely, whatever it is that

2 enhancements to the process that were made 2 needsto be done to take the process

3 asaresult of the meeting held five years 3 forward, but there's public comment very

4  ago, when we looked at the further 4 early on, and including the ability to

5 enhancements that you had proposed in the 5 nominate who serves on these, what they call

6 Federal Register Notice and we thought, our 6 inthe CERHR process the expert panels. Now

7 basic problem isnot going to be fixed; in 7 as| understand the process the expert

8 our view, the basic problem was the, was the 8 panel, as Dr. Roth was mentioning earlier,

9 process which supported this dialogue. By 9  would not include somebody who has
10 just nibbling around the edges, and we would 10 necessarily adirect stake because of their
11 urge NTP to think about doing a sweeping 11 own research or because they wereinvolved
12 changeto the current Report on Carcinogens 12 inlegislating a particular, or writing
13 listing process, and we would promote as a 13 regulation for aparticular chemical or they
14 mode for that change something that NTP has 14 weredirectly involved as you know industry,
15 doneand has done very well, that is science 15 people whose portfolio included that
16 based, that alows the opportunity for 16 chemical, but they need to have the right
17  scientists who know the substances that 17 areaof expertise and the right set of
18 they're considering very well to be involved 18 expertiseto consider the data for that
19 from the very beginning in what has been a 19 particular chemical or set of chemicals, and
20 very open and transparent process and that 20 asaresult of being involved in the
21 issomething like we know it's not an exact 21 nomination process and also, now perhapsit's
22 duplicate, there would have to be some 22 been different at other CERHR meetings
23 modification, but something like NTP, CERHR, 23 dthough | don't think it's been vastly
24  that'sthe Center for Evaluation of Risk to 24 different, because certainly those of uswho
25 Human Reproduction, which essentially 25 have been involved and talked amongst
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1 who've had what they might consider 1 Rickdid, but I'll try to answer any

2 unfavorable outcome as well as those of us 2 questionsthat you have of me.

3 who've had experience with favorable outcomes 3 DR. GOLDMAN: Thiswasvery

4 agreethat the processis essentially afair 4 quick, thank you very much. | dowant to

5 process, that you can go in and talk and 5 ask you aquestion, at the beginning you

6 present your point of view and at the end of 6 listed anumber of points some of which you

7 theday reach some sort of strong, 7 didn't gointo in as much detail and |

8 scientifically acceptable and valid 8 think, and there might be some shorthand

9 conclusion. So we told you what the CERHR 9 here, but | want to make sure | understand
10 was. Our written comments, the ACC's 10 them. Your dlidethat said scientific
11  written comments, thisiskind of aflow 11 quality, the third bullet point you mention
12  chart that we made thinking about how to 12 that NTP's effortsto revise the RoC process
13 change the RoC, adapt from the CERHR 13  will be advanced by activities to address
14 processesinto the RoC, we're not sure of 14 dataquality and peer review directives of
15 dl of thelegidative requirements for the 15 OMB. | don't know if you can expand on
16 involvement of say the executive committee 16 that, either here or, you know, when...
17 and dl the different government agencies, 17 perhapsit's expanded on in the written
18 you know, so around the edges and those kind 18 testimony, but | would just like to
19 of requirements we may not have considered 19 understand what is meant by that?
20 everything. But wetried to incorporate 20 MS. LE HURAY: Wadll, it's
21 some of the regulatory requirements as we 21 ACC'shelief and, that NTP's activities and,
22 understand them that are incumbent on the 22 and work product, shall we say, such as
23 RoC toinclude such asthe interagency 23 Report on Carcinogens, the background
24 involvement with being a more open and 24 document for the Report on Carcinogens as
25 interactive, transparent process, so in our 25 wedll asother materias like the CERHR
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1 figure and we also have some detailed 1 monographs and the technical reports, the

2 writing about it. And then finally getting 2 ACC, maybe not the technical reports, I'd

3 onto the second point, and | only have one 3 havetolook at that, believe that these are

4  dlide about ACC's recommendation for the 4 subject to the Data Quality Act and

5 criteriafor listing and de-listing and we 5 thereforeit'sincumbent on NTPin the

6 could certainly say a number of things about 6 processto ensure for the three principles

7 thecriteriaused by IARC or by EPA, but 7 inthe Data Quality Act which are utility,

8 just focusing on the criteriathat NTP uses, 8 transparency and quality and there's specific

9 wefed like there's the distinction between 9 definitionsin the DQA of what each of those
10 known human carcinogen and reasonably 10 itemsentail, but for example, to take an
11 anticipated has been blurred to the point 11 exampleof utility, if you are talking about
12 wherethe public can't really distinguish the 12 chemica A and you use information about
13 differences. And so we would suggest some 13 chemica B to make a decision about chemical
14 changes that we've discussed in more detail 14 A, you have to show why that is useful, that
15 inour written comments that would clarify 15 information about chemical B isuseful in
16 thedistinction between known human 16 reaching adecision about chemical A. And
17 carcinogen, which would of course involve as 17 they have...so, so then on peer review
18 well epidemiological evidencethat, of in 18 tho..., those, those peoplein the room who
19 fact human carcinogenicity and making a 19 have dealt with the American Chemistry
20 distinction between that and reasonably 20 Council know that we strongly believe and
21 anticipated. And then we also would agree 21 promote peer review as away to ensure that
22 with some of the other commenters previously 22 thebest quality scienceis produced by any
23 today that the mechanistic information should 23 kind of process, whether it be published in
24 beincluded as a guide to your listing and 24  apeer reviewed journal or published by
25 delisting criteria, so thank you very much. 25 government agency or science that wein fact
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1 through the long range research initiative. 1 criteriaaswe understand it being developed
2 Theresastrong peer review element in 2 0, s01 don't think that there's anything
3 that. 3 additional proposed to, to meet it.
4 DR. GOLDMAN: Are OMB's peer 4 DR. GOLDMAN: Dr. Portier has
5 review directivesin draft or final at this 5 aquestion and then I'll ..... there are
6 stage? Are OMB's peer review directives 6 some other questions up here.
7 draft or final comments to this audience or 7 DR. PORTIER: Yeah, there was
8 isthis more acomment that you're making to 8 oneadditional step in your proposal for the
9 OmMB? 9 modification of SEER and | did want to ask a
10 MS. LE HURAY: Waéll, | think 10 little bit about that.
11 it, | think it'satwo part, okay, because | 11 MS. LE HURAY: Okay.
12  think that while the draft peer review, 12 DR. PORTIER: Inthe SEER
13 you're correct that they are currently 13 process the expert panel report is submitted
14  drafts, however, and | am not an expert on 14  for public comment and given the public
15 either of these, I'm just giving you my 15 comments on the SEER panel report and the
16 understanding of them, and my understanding 16 report itself, the NTP does afinal
17 isthat it does apply to the executive 17  monograph, which is not sent out for public
18 branch and that OMB did issue adirectiveto 18 comment or peer review prior to the release
19 the executive branch that the peer review 19  of our public monograph, whereas here you
20 directive wasto be adopted. Now | could 20 haveinthe RoC process, | believe you put
21  be mistaken about that, but... 21 that inthere. NTP draft monograph.
22 MS. BECK: | can clarify 22 MS. LE HURAY: Right, and
23 that. Thisis Nancy Beck from OMB. We 23 that, that's one of the exclusive changes
24 released adraft bulletin on peer review and 24 that we would recommend go through the
25 wevereceived lots of comments from the 25 CERHR, asamatter of fact, that lies within
Page 154 Page 156
1 process of going through those comments 1 there aswell asfor the RoC. That there
2 before there'll be any fina bulletin, so 2 beadraft and final monograph, to allow an
3 right now it'sjust a draft. 3 additional opportunity to comment because,
4 MS. LE HURAY: Waéll, thank 4 you know, we just love writing comments.
5 you very much because | wasn't sure, but in 5 DR. PORTIER: We appreciate
6 any case, we, you know, eventually presumably 6 the commentsactually. Again, it's something
7 therewill be a peer review requirement and, 7 wewill consider and, and look at very
8 andit's better to think about how to 8 carefully, it'sa, it'san interesting
9 incorporate that now than to wait until 9 proposa. There are some dlight differences
10 after it'simplemented and then haveto go 10 between the SEER process and the RoC process
11 back and make changes. 11 inthat the SEER processisan NTP
12 DR. GOLDMAN: So then, one 12 initiative, it's our choice to do this, it's
13 last question then, so the proposed outline 13 something we thought was important as a
14 of aprocess that you presented in your last 14 public health initiative as compared to the
15 dlide, isthat to address al of these 15 RoCwhichisastatut..., statutory
16 pointsor...? 16 requirement that the Secretary has assigned
17 MS. LEHURAY: Wdll, it, it, 17 tous, soit'sadlightly different process
18 | would haveto look at the, at the written 18 inthat the Secretary makes the final
19 comments, but | know that in the discussions 19 decision, not usin the RoC. Just to note
20 that we had, my understanding of the process 20 that dlight technical difference.
21 that was proposed, it was proposed that the, 21 DR. GOLDMAN: | think if you
22 what the equivalent in the CERH process was 22 could...oh go ahead.
23 called the expert panel review, that that 23 MS. LEHURAY: That'sal
24  would qualify as apeer review step asin, 24  right. | wasjust going to say | think we
25 you know, and fit within the peer review 25 appreciate that although we didn't understand
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1 all theimplications of that, but, you know, 1 Scientific Counselors step, at least not one
2 | mean the good news from our perspective 2 that I'm familiar with and so we would
3 wasthat, you know, industry overall has had 3 suggest that they would be replaced by this
4  apositive reaction to the CERHR process and 4 expert panel. Now perhaps...
5 whileweweretrying to, you know, see, 5 DR. CARPENTER: Which would be
6 well, what additional changes were, you know, 6 chemical specific, each, each...
7 what was the effect of these changes that 7 MS. LE HURAY: They would be
8 you proposed in your Federal Register Notice, 8 chemical specific. Well, I think in our
9 what would be the effects of al these? 9  written comments, if I'm remembering
10 Wadll, thisanswersalot of what industry's 10 correctly, that what we suggest is that
11 problems have been historically with the 11 perhapsthere could be like a core group of
12 Report on Carcinogens, because even 12 some sort of core committee that, that could
13 implementing some of the changes that are 13 belikeaBoard of Scientific Counselors
14 suggested in the, in the Federal Register 14 committee, but that you would explicitly
15 Notice, | think that everybody recognizes 15 bring in some additional people who are
16 that industry's basic problemis|, things 16 explicitly have expertise in the issues that
17 that | had mentioned alittle earlier is 17 areimportant to that particular chemical or
18 that we're a science based industry, we deal 18 set of chemicals. Now in the CERHR process
19 with science and we would like to be able to 19 it has, | think we've been through about,
20 tak about the science and not haveit so... 20 what, five or six cycles since the process
21 and not, not have our interaction be 21 wasre-ingtituted at the CERHR and there's
22 relegated to the regulatory stage. Dr. 22 been one Board who've covered a number of
23 Goldstein's comments were | thought very 23 related chemicals, so there's one that was
24 good, but | think that he needed to, to, to 24 just about ayear ago, February of last
25 refineit perhaps to understanding that our 25 year, only covered two, but they were two
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1 the, the datathat are out there and the 1 light bulbs, so it was definitely light
2  processesthat our chemicals, the health 2 bulb, propane light bulb. And then there
3 effects of our chemicals, than anybody else 3 wasanother onethat did four or five or
4 does, and, and wejust think our input is 4 maybe even six studies altogether so now,
5 very valuable and it's very frustrating when 5 but | don't think that thereisaBSC
6 it doesn't appear as though anybody's 6 subcommittee involved, am | wrong about that,
7 listening, so. 7 inthe CERHR process?
8 DR. GOLDMAN: Wédll, that's 8 DR. PORTIER: The Board of
9 what we're here to do now. | think a number 9 Scientific Counselors reviews everything we
10 of questions from the panel, and I'm going 10 do with CERHR like all other aspects of the
11 togo ahead and start with Dr. Carpenter and 11 program, but there's no specific subcommittee
12 just work my way across if that's okay and 12 for CERHR.
13  you probably want to leave that up. 13 DR. DELZELL: lIs,is
14 MS. LEHURAY: Andif | may 14 there...I know the, the CERHR process s,
15 just state, remember again, I'm not Rick 15 CERHR processisrelatively new, but has
16 Becker so... 16 there been any aspect of it that you would
17 DR. GOLDMAN: We know. 17 criticize?
18 MS. LEHURAY: And| don't 18 MS. LE HURAY:: | know that
19 evenplanonbeing. 19 there have been... at one point, though we
20 DR. CARPENTER: So what the 20 think that that issue was resolved there was
21 American Chemistry Council issuggesting is 21 some conflict of interest questions about who
22 that the, the Board of Scientific Counselors 22 was named or nominated to serve and | think
23 would be removed from this process? 23 that those have been resolved, but quite
24 MS. LE HURAY': Quite frankly, 24 frankly, the, our biggest fear about going
25 | mean the CERHR does not have a Board of 25 inthisdirection that I'm suggesting,
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1 proposing that NTP consider going in this 1 onetime, it takesalong time, you're
2 directionisthat we are aware that the 2 right, I'm sure that the people who are
3 current process could be... has been greatly 3 manning and woman-ing these expert review
4  influenced by the participation of, of Jack 4 panels spend avery large amount of time on,
5 Moore and his, you know, perhaps unique 5 you know, the work product has so far been
6 ability to be inclusive and to understand 6 quite extensive, and they take ownership of
7 who to include and how to get this done and 7  these expert review reports. So, you know,
8 how to, torunit properly, but we think 8 sincethey'retaking ownership, their nameis
9 that that's now been institutionalized, it's 9 onit and that means they're going to spend
10 beenthrough, like | said, through four or 10 alot moretimeonit. But we think that
11 fivecyclesand our hopeisthat it won't 11 intheendtheresultisalot more
12 become aprocess whereit al relies on one 12 acceptableto, to the regulated community and
13 person. So the process has worked very well 13  perhaps you would find that it wouldn't have
14 up 'til now, and we think that it's not just 14 actually taken moretime. | don't know.
15 Jack Moor€'sinvolvement that has resulted 15 You'll have more experience than you need, |
16 in,inavery open and inclusive process. 16 think, for that.
17 DR. GOLDMAN: Okay, | can 17 DR. DELZELL: The other thing
18 tel you asl've, I'velooked at the process 18 I, | wanted to ask you to comment on if
19 quite ahit over the years and the two 19 you'dliketo, isthat you and several other
20 issuesthat have been raised again and again 20 people have mentioned that the, the peer
21  have been the extent of the effort and 21  review response to public commentsis often
22 commitment by the outside expert panel 22 not satisfactory and do, do you have any
23  members, it's atremendous amount of effort, 23 comments about mechanisms for doing that?
24 and many people after doing one have sworn 24 MS. LE HURAY: Wdll, thisis
25 they would never do another, because it's 25 thedifficulty of my wearing the ACC hat
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1 been nearly their entire job, you know, for 1 the, in,inthat regard. How to and, and |
2 acouple of monthsto do it and nobody's of 2 think that part of the overal problem, the
3 course hiring them to do it. So, it'salot 3 more standard problem, in my narrower
4 to ask volunteersto do and the second thing 4 personal experience has been that the, the
5 hasbeen the pace and the productivity. If 5 peerreviewers, as| think Dr. Roth had
6 you compare the outputs with the outputs 6 mentioned, are reviewing anything from, you
7 fromthe RoC it'srealy no comparison at 7 know, 10 to 12, perhaps afew more, few less
8 dll, it'sacouple of orders of magnitude 8 at any given RoC subcommittee meeting. They
9 different, so figuring out how to make that 9 have maybe an hour and a half to two hours
10 kind of aprocess work that fast and then, 10 to spend on any given chemical, whether
11  you know, maybe part of why people have 11 it'sonewith very complicated issues or one
12 liked it isbecauseit has been slow so 12  that there are no complicated issues, or at
13 there'sheen alot of time taken, but then 13 least no dissent from the complicated issues.
14 you don't have the public health benefit of 14 | know I've been to RoC peer review
15 theanalysis having been completed at the 15 meetings where there have been nobody to
16 end, so... 16 give public comments, and |, because | was
17 MS. LEHURAY: If | may just 17 somebody who sitsin the audience, nobody in
18 add to that, | mean, another process that, 18 theaudience who'sreally following what's
19 that, thatis, has, has, ismore like NTP 19 going on with acertain chemical. But then
20 than CERHR, but that it has been more 20 there's other ones where there's been a
21 inclusive in many ways, has been the IARC 21 number of commenters but | think the members
22 process, and that's very different than what 22 of the, of the peer review committee, |
23 NTP, you know, have done in this process, 23 don't know how it is that they operate, but
24 but like Dr. Goldman was saying, they take a 24 | don't think they have alot of timeto
25 smaller number of compounds to review at any 25 review al the materials they've been given,
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1 including comments from the public, and | 1 NTPadd that language, so thank you.

2 would venture to guess that perhaps one of 2 DR. GOLDMAN: | want to keep,

3 their chargesis not to specifically make 3 | want to keep moving down the table and

4 surethey're familiar with and respond to 4 then there are some hands up in the audience

5 those comments from the public, because none 5 aswadl but, no. Mark?

6 of the proceedings are ever made public, you 6 DR. TORAASON: Two questions.

7  know, other than the court reporters putting 7 Oneis, on this particular slide, one thing

8 out atranscript, that's the extent of what 8 that I'mtrying to incorporate hereis a

9 isever made public about those RoC 9 halmark of the RoC and that's this voting
10 mestings. 10 processthat, you know, RG1, RG2, RG3 and
11 DR. GOLDMAN: And | can, | 11 you sort of have ataly, which | think
12 cantell you my, my impression having served 12 probably plays heavily on the director in
13 not on the RoC subcommittee but certainly on 13 trying to make a decision seeing how these
14 the BSC, that it seemed to me that the 14 group, and | don't seethat in here, or
15 membersdid fed that it was their job to 15 having ared clear idea of how you would
16 not only read al of the background document 16 either just get rid of that or incorporate
17  but aso all the comments that had been, 17 itintothis. The other questionis, the NTP
18 that had been submitted in. | think most 18 hasamandate to, tolist or not to list,
19 people do do the work, you know, do the 19 doyou think what you're proposing is
20 homework, but | can really hear the 20 actually going to have an impact, | mean
21 frustration that you feel of seeing the 21 there are, are there examples where the
22 issues go by quickly without really seeing a 22 outcome would actually be different if you
23 lot of discussion and | mean obviously that, 23 added al this extra elements of review or
24  that would be frustrating and | think that 24 are we adding more, something moreto
25 that's something that we've heard earlier 25 achieve the same end?

Page 166 Page 168

1 today aswell, soit'sa, it's an important 1 MS. LEHURAY: I, I, | would

2 point. Youwanna, Chris? 2 say, torespond to your second question

3 DR. PORTIER: I, | want to 3 firgt, | would say that it could impact

4 echo some of Lynn's points about that, that, 4 potentialy outcome in that if you include

5 those being very important points, | just 5 inoutcome what is the documentation for the

6 want to makesurel didn't hear something 6 decision that's made. The documentation for

7 incorrectly. The RoC meetings, the, the 7 thedecisionsthat are made now, asyou al

8 public part of the RoC meetings is the whole 8 know, the RG1, you get a short summary

9 meeting for the Board of Scientific 9 without any discussion of the basis for the
10 Counselors. There are no additional meetings 10 vote. For RG2 you get a short summary
11 of that Board that occur other than in that 11  without any discussion of the basis for the
12 public meeting. The laws of the FACA require 12 vote. For the Board of Scientific Counselors,
13 that. | will note thereis a substantial 13 you get asummary and it's, and you don't
14 difference between the IARC process and the 14 get a any kind of a sense of the often
15 RoCin that none of the IARC meetings are 15 quiteintense discussions that happenin
16 public. The votes are not public, what's 16 those one and a half to two hoursthat you
17 included or excluded from their documentsis 17 haveto devote to, to your chemicals. Soto
18 not public, it'savery closed process, so, 18 compare thiswith the RoC process, what
19 and, and | think you want to be very careful 19 we'rereally doing when you think about it
20 inmaking that comparison given some of your 20 isthat up through the point of the fina
21 other comments about openness. 21 expert panel, alot of what we're doing here
22 MS. LEHURAY: Andl, and I, 22 isproposing anew way for developing the
23 and| agree, and | should have left them 23 background document. Okay? And it's much
24  done, you're correct, because it's not 24 more focused on, you know, involving the
25 something that ACC is proposing, that, that 25 experts, involving industry, talk, talking at
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1 thesciencelevel. Now we go thenit gets 1 s, issuggesting isthat the overall amount

2 turned into what we call here amonograph 2  of interaction and transparency, that, you

3 because we're simply duplicating language 3 know, nothing is ever going to be perfectly

4  that the CERHR is using, which as they call 4 transparent in this kind of a process, but

5 therethe NTP produced document, a decision 5 that certainly there could be alot more

6 document, if you will, the monograph, and so 6 dialogue earlier oninthe process, and |

7  how, how that exactly would be, how, how it 7  think it would behoove everybody and improve

8 would work to fit in, there's some sort of a 8 the process from everybody's perspective.

9 requirement that we have in RG1 and RG2, you 9 DR. GOLDMAN: Question from
10 haveto duplicate those, but then | think 10 theaudience, please identify yourself?
11 that could be worked in, but it would happen 11 MR. NIDEL: | have different
12 dfter thefinal expert report was issued, | 12 kinds of reactions maybe to what you just
13 think iswhereit, would be where it would 13 weretaking about. Thefirst isregarding
14 fit, and so it might be beneficial, though, 14 thescientific quality, it seems like maybe
15 tothese groupsto the extent that the 15 theposit..., you know, it just seemslike
16 expert panel would come to some 16 there'sanamto focusahundred percent
17  recommendation. 17  on science rather than any bit on policy and
18 DR. GOLDMAN: | mean,in 18 | guessfrom maybe an uneducated public
19 essence, you're also in a sense eliminating 19 perspectiveit seemslike we have to
20 the background document step in that the 20 remember that thereisapolicy element to
21  expert panel iswriting the document, the... 21 thisdespite the fact that the focusis on
22 inaway that the draft expert panel report 22 getting the science correct. Y ou know,
23 might be the background document although it, 23 this, the Report on Carcinogens has very
24 it has seemed to me, |'ve observed a couple 24 policy based impacts and | think that there
25 of the CERHR efforts that, the CERHR staff 25 arepolicy considerations that should be
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1 do put some effort into filling the 1 takeninto account that are not going to

2 information, you know, at least the 2 meet the same strictures as a scientific

3 scientific data, you know, in, ina, ina 3 standard. You know, an example would be the

4  way they haveit, and in some sense they 4 kind of evidence that the government would

5 do have abackground document but it, it 5 usetoelevate aterror threat. If it's, if

6 isn't called that and it gets worked over by 6 it'sathreat of great magnitude they're not

7 theexpert panel before it becomes a draft 7 going to, you know, the credibility of the

8 andso ... you know, | think that's another 8 evidence may not be as great, which brings

9 thing that's worth thinking, someone has to 9 upkind of aconflict between the industry
10 do that work, right, for the reviewers? 10 and the policy which s, the greater market
11 MS. LEHURAY: And I'm not 11 thereisfor aproduct, the greater desire
12 sure, you know, what happens behind the 12 theindustry hasto hold it to scientific
13 doors of the CERHR, if you will. | mean, 13 standard because thisis a profitable product
14 the expert panel putstheir name on this 14 that's, you know, going out to many people.
15 report, theinitial draft which isthe peer 15 But from apolicy perspective, that's even
16 review draft, who prepares that, what sort 16 greater weight in favor of the precautionary
17 of processit goesthrough, that's very 17 principle and trying to protect the public
18 opagueto me. | mean | have seen some of 18 from theimpact of that compound, | think
19 those peer review jobs and seeing that 19 you brought up the 3M exampleand I, | may
20 there's, you know, uneven quality, some are, 20 not havethe full, | mean I've read various,
21 are more complete, some sections are more 21 you know, accounts of that example, but from
22 complete than other sections, but that's to 22 what | understood it was based on, that they
23 be expected, you know, in something that's a 23 recalled based on the findings that Scotch
24 draft, but how that's produced I'm not 24 Guard or these compounds were in the blood
25 certain. And | think what I, what, what ACC 25 of peopleal throughout the globe rather
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1 than some scientific evidence that said that 1 with some caution because | mean I've worked
2  that was necessarily ahealth threat. 2 with chemicalsthat had come out that were
3 MS. LE HURAY:: I, | do not 3 listed in the 10th and the 9th report that
4 know the details myself of the P-tox 4 were never indicated to me by the industry
5 example, but let me respond to two questions 5 that | worked within and for, to be of any
6 that you asked. One, oneis, | mean, I, | 6 hazard. So | think that thereis, thereis,
7  don't think that from a policy perspective 7 it's, it'snot ahundred percent that the
8 that this proposal makes any changes to what 8 industry knows best, | guessiswhat | would
9 | think I've heard most people say here 9 say, even though they may be the people who,
10 whichisthat policy discussions come after 10 you know, have patented or invented or you
11 the NTP has reached their conclusion. This 11 know, come up with and handled these
12 would still keep that conclusion, you know, 12 compounds in huge volume.
13 based on science, leaveit up to the, the 13 MS. LE HURAY: Wéll, then, |
14  regulators or policy makers to take that 14  think we have a basic disagreement, but |
15 conclusion, that whatever it isthat NTP 15 think what we can agree on isthis, that to
16 reaches, and apply what they think is 16 theextent that scienceis never going to be
17 appropriate to do with it. So, for example, 17 ahundred percent knowable because it's
18 to, to stick to the CERHR example, 18 science, it's not engineering where you can
19 Cdiforniaaso usesthe CERHR asan 19 havean equation and fill in the dot.
20 authoritative body to identify compounds as 20 Industry has goneto great lengthsto learn
21 developmental or reproductive toxins and they 21  about these chemicals and usualy, maybe
22 have regulations based on that so, so NTP 22 there's exceptions, but usualy industry will
23 reachesthe scientific conclusion. Thisis 23 try to know alittle more and does know a
24 whatever, low concern, high concern from the 24  little more than people who have not focused
25 point of view of develop, developmental or 25  on those chemicals because they're not
Page 174 Page 176
1 thestate of California goes forth and 1 focused on learning about those chemicals,
2 regulates on that basis. So the policy, I, 2 andthat's one thing we do, | mean, we try
3 and| think that's what I've heard before. 3 toknow our products, so.
4 Then the second thing that I'd just like to 4 DR. GOLDMAN: Anybody else?
5 sayisthatinfactit'sjust the other way 5 Okay. | guessone more, one more question.
6 around typicaly, which is that typically 6 DR. MOURE ERASO: It seems
7 your lower volume chemicals are more 7  that, that your proposa what | noticeis
8 profitable than the commodity chemicals that 8 that you basically have very little
9 areout to, out there, you know, used in 9 confidence on the expertise or scientific
10 great bulk, because typically lots of those 10 ahility of the people that do the work in
11 are made and the prices are very low. 11 the NTPand NIEHS and the animal experiments
12 MR. NIDEL: Wdll, I, | 12  or the people that are called to bein the
13 think, | mean, that probably dependsalot 13 Board of Scientific Counselors?
14  onthe product. My, my other response to 14 MS. LEHURAY: No, we, we
15 what you've said isyou, you've referred to 15 think that'snot the case at all and I, |
16 industry as being scientific and knowing, you 16 would bethe last person to, to personally
17 know, kind of in a, just having, having a 17 and| think that the ACC aswéll, to, to
18 good knowledge of these compounds and of 18 question the credentials of any of the
19 their chemical, you know, properties and 19 people because we know the good work and we
20 potentialy their, their health effects and | 20 are as supportive of much of the work that
21 guesswhat strikes me as someonewho isa 21 NTP does aswe sometimes will be critical of
22 scientist that used to work in the industry, 22 thework that NTP does. It all depends on
23 | don't necessarily agree that that's true 23 circumstances. But we think that everybody's
24  and| just want to say that to take, | 24  inabad situation and particularly the
25 guess my comment isto take what you're 25 Board of Scientific Counselors because quite
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1 oftenwewill see, you know, you've heard 1 DR. MOURE-ERASO: They're not
2  other people say, for example, with the 2 supposed to, yeah.
3 background document which is, you know, the 3 DR. GOLDMAN: And I think, |
4  basic document on which it's supposed to be, 4 think that it hasin common in both
5 which isthe document of record supposed to 5 instancesin reality there's a background
6 present the, the data on which decisions are 6 document that is developed by a contractor.
7 made. Sometimes that's not available until 7 Maybein one caseit's more visibly that
8 very lateinthe process. Now | know there's 8 thantheother but thel.... asfar as|
9 been aconcerted effort to try to make that 9 could awaystell in with the process for
10 available earlier and that's one of the 10 thedevelopmental and reproductive toxicants
11 proposed changesthat Dr. Jameson has 11 that the contractor does get it started.
12 proposed in the Federal Register Notice to 12 Eventhough the expert panel finishesit,
13 the RoC process. Butit's still been the 13 thereisthat support that's given to the
14 casein the past and we would hope that it 14 experts. But |, | would agreethat it, it
15 would not be in the future, if the process 15 would be avery radical change, it'sa...
16 werenot to change, that, I, | have spoken 16 MS. LE HURAY: And, and
17  with people who served on these boards and 17 that's, that's one of the things that we
18 onethingthat | have taken away fromitis 18 recognize right at the very beginning, that
19 that they feel very inundated because 19 thisisasweeping change that we're
20 oftentimesvery late in the process, 20 proposing, but we would suggest that we, we
21 sometimes aweek or two, and if they're 21 had changes that we proposed at the meeting
22 lucky three or four, before the actual 22 fiveyearsago, and there were, some of
23 meeting, mounds of paperwork al of a sudden 23 those changes were implemented and
24 start appearing in their office. Which 24 incorporated, but some of our experiencesin
25 includes the background document, the public 25 thelast five years have been not that much
Page 178 Page 180
1 comments. You know, if you have alonger 1 different than the experiences were before
2 period of time and you're reviewing, say, 2 some of those changes were incorporated and
3 ten chemicals but sometimes the, the timing 3 wesaid okay, well, why isthis, what is at
4 isvery tenuous, and we've experienced that 4 the heart of the issues that we have? And
5 because we oftentimes want to present 5 it redly hasto do with having a chance for
6 comments and we have perhaps one chemical to 6 real input by the public early inthe
7 review and feel as though we're being 7  process. Currently the, the opportunities to
8 stretched for time. Now perhapsit's, it's 8 comment come very late in the process,
9 different. 9 dfter, essentially the science has been
10 DR. MOURE-ERASO: But your, 10 reviewed in the background document and
11 your proposal is pretty radical... you're 11 that'sthe, the, you know, it's said to be
12 saying, you're saying to basically dissolve 12  the, the document of record and as Dr
13 the Board of Scientific Counselors and stop 13 Portier said earlier, you know, once RG1
14 NIEHSto prepare the draft document and give 14 has, hasreviewed it, there's no changes.
15 ittoapane of expertsthat supposedly 15 Wall, we do not, the public doesn't have a
16  will, will come from another side, and it's 16 chanceto comment before RG1 has reviewed
17 pretty radical. 17 it. Soit, it, it'skind of alittle loop
18 MS. LEHURAY: Wdll, and | 18 system where, where we're frustrated by that
19 agreewith that, but | also think the Board 19 lack of involvement.
20 of Scientific Counselorsto be able to look 20 DR. PORTIER: I'd like to make
21 at thiswould not beinvolved in developing 21 acorrection. At least from my experience on
22 the background documentsin any case. 22 theBoard for thelast four years, I'm
23 DR. MOURE-ERASO: Not supposed 23 finishing up the fourth year of my term, a
24 to. 24 week or two, that's clearly not the case.
25 MS. LEHURAY: Exactly. 25 These, these background documents are, are
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1 Oftentimesthe inundation of, of materials 1 isan opportunity for a public comment on it
2 toward the end of the time period that 2 andwe... it'sbeen mentioned... I'll make a
3 you'relooking at are public comments. Those 3 couple of public comments. First of all the
4  arethingsthat are being, coming in lateto 4  SEER processis changing, we want to be
5 usand because we al do make every effort 5 certainthat we arein fact in line with
6 wecantolook at the public comments, 6  current peer review practices of the U.S.
7 personaly | guarantee you that that goes 7 government. And so the panels that make up
8 into my consideration of, of the information 8 the SEER review committees are no longer
9 but that's what takes the timeright at the 9 goingto bead hoc NI..., NTP panels, they
10 end, it's not the background documents. 10 will infact be special emphasis panels
11 MS. LE HURAY: : Y eah, but part 11  whichisaspecia government type of issue
12  of thereason for that isthat the public 12 andit'sgoing to have, they will have a
13 comments, the background documents are not 13 dightly different make up to them than they
14 madeavailableto the public. You're seeing 14  have previously, you will see because of
15 it forthefirst time. Dr. Piccirillo, 15 that factor. There'sanumber of things
16 who's giving the last speech of the day will 16 that will be changing in that process you
17 betalking about a case where the background 17 should be aware of, and | would just keep an
18 document was made available, | don't know, 18 eyeonit sinceyou've paid so much
19 wasit six or seven weeks before the RoC 19 attentiontoit. | would keep an eye on it
20 meeting and because we were trying to, you 20 over the next few months as we actually
21 know, get the commentsin time for RG2, we 21 change the way in which that process works,
22 put together those commentsin 10 days. But 22 again keeping in line with what's happening
23 you know, thisis, we're not making comments 23 within the U.S. Government.
24 on policy here, you're making comments on 24 DR. GOLDMAN: Could you, could
25 science and that sometimes take along time 25 you, what do you mean by special emphasis,
Page 182 Page 184
1 todevelop. Soif | had awrong impression, 1 justso..putitinEnglishsothat...
2 my, | think our impression is based on when 2 DR. PORTIER: It'shard to
3 things get posted on the website. So...I'm, 3 putinto English. The...you, you can think
4  I'mgladto hear that it's different for the 4 of panelsasfaling into three different
5 RoC committee. 5 categories. So you are made up of, to some
6 DR. GOLDMAN: That's good to 6 degree, representatives of our Board of
7 havethat clarified. That's important 7 Scientific Counselors and past and present
8 because, | mean | do think that there was a 8 and Executive Committee, past and present,
9 timesevera years ago when there, there 9 but as such you're an ad hoc advisory panel
10 were documents that came late and so maybe 10 for NIEHS in this particular capacity at
11 that'sanimpression that has been left but 11 thisparticular time. In those cases we can
12 | hadn't heard that for along time either. 12 pretty much put whoever we want on such a
13 Okay, well, if it's okay with everyone, I'm 13 panel. If wereally want something to, to,
14 looking around here, why don't we go ahead 14  to match up to where we, the, the Federal
15 and moveto our last speaker? 15 Government thinks should, thinks should bein
16 MS. LE HURAY: Wéll, | thank 16 termsof balance of expertise, balance of
17 you al for your patience, because like | 17 location across the country, gender, et
18 said, I'm not Rick Becker. 18 cetera, then in fact we move into amore
19 DR. GOLDMAN: You, you're 19 formal category and special emphasis panels
20 better than Rick Becker. We, we were pleased 20 fall into that category. It changes the way
21 to haveyou. Thank you so much. Yes, Chris. 21 the members of the panel are viewed asto
22 DR. PORTIER: Whilewere 22 whether they're government employees or not
23 moving to the next qu..presenter, I'm going 23 government employees as compared to in this
24 to make afew comments about the SEER 24 capecity, you are not government... you're
25 processto make sureit is clear since this 25 not actually government employees, you're
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1 cominginasaoneday advisor. In those 1 because you've heard them several times
2 casesit'sadightly different set of rules 2 dready. One of the main frustrations of the
3 onconflict of interest. Then finally you 3 Naphthalene panel during the RoC process was
4 haveathird leve of advisory panel, that's 4 thefact that it did not appear that there
5 our Federal Advisory Committee Act fan, 5 wererealy substantive opportunities for
6 panels, those are formal panels, they're, 6 publicinput into the Naphthalene process.
7 they stay for long periods of time. Our 7  And| think that this comes down to the fact
8 Board of Scientific Counselorsissuch a 8 that even though it appeared that certain
9 panel. There'san actual processinvolvedin 9 timelineswere, werein place that for
10 getting names on to such apanel, in review 10 various reasons things were moving along very
11 of such apanel, there'sformal evaluation 11  quickly, not allowing really the, the public
12 of conflicts, number of issues go into that, 12  input processtoitsfull avail. Asan
13 so, the SEER panels are moving up out of 13  example with the, with Naphthalene, NTP
14  sort of thisad hoc into the special 14 dlicited recommendations on the listing of
15 emphasis panel category because we fed it's 15 NTPthrough the RGL1 process, the RG2 process
16 appropriate for the activities they do. The 16 and then took it to the BSC RoC
17 Board isahigher level panel in terms of 17  subcommittee. Unfortunately the RG1 review
18 theactivitiesthey do in the requirements 18 occurred well in advance of the draft
19 for evauation of their efficacy on that 19 background document, the RG2 review then
20 panel or whatever. 20 occurred before publication of the draft
21 DR. GOLDMAN: So, basically 21 background document and we really had, and,
22 what he'sredly telling usisthat we're 22 and after and prior to the date of receipt
23 not special. Okay, there's another piece of 23 for public comments. So we really were
24 testimony that has been brought in from 24 enmeshed in trying to provide comments,
25 James McGraw. It is several pageslong and 25 trying to meet thesetimelinesand | think
Page 186 Page 188
1 tospareall of you the agony of hearing me 1 from some of the earlier discussions, if we
2 giveit adramatic reading, what I'm going 2 had set timelinesfor the various reviews
3 todoisvirtualy read it into the record, 3 orthevarioustime periods for getting in
4 kind of like the way members of Congress 4 comments, this would really help the industry
5 read thingsinto the record. If you've ever 5 to provide substantive comments on each of
6 goneto a, acongressiona hearing and then 6 these documents or to assure that the
7 you seethe hearing record and later 7 underlying science involved with the chemical
8 they're, it'sthere. If that's okay with 8 does get to the hands of the scientific
9 everybody. We, we, we will pass out copies 9 reviewers. We know full well that NTP spends
10 if everybody would please read the testimony, 10 alot of energy in doing the literature
11 is, isthat okay? Great. All right, so we 11 searchesand reviewing the literature they're
12 have one last presentation and thisis 12 abletofind but if you look at the
13 Vincent Piccirillo from Coppers and American 13 industry, they're spending alot of time
14  Chemistry Council, the Naphthalene panel. 14 asolooking at these chemicals and may be
15 DR. PICCIRILLO: Good 15 well aware of documents of publications which
16 afternoon. The Naphthalene panel of the 16 may illuminate the process of the, of
17  American Chemistry Council appreciates this 17 carcinogenicity for a particular chemical.
18 opportunity to talk with you today and 18 In the current RoC processit really
19 provide our comments on the review process 19 seemsthat it'sthe, the Board of Scientific
20 used by the National Toxicology Programin 20 Counselors subcommittee that is the principal
21 the Report on Carcinogens process. I've heard 21 opportunity for public engagement and it is
22 anumber of comments earlier today which 22 based on this, these public comments that a
23  actudly paralleled the comments | was 23 lot of decisions appear to be moved forward.
24 planning to make and so | will not spend a 24 One of the things that we, we do feel is
25 lot of time dwelling on those comments 25 that the time for public participation should
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1 bemuch earlier than that in the process. As 1 objectivity, the transparency and the utility

2 wasindicated, the public actually has 7 2  of the Data Quality Act process were

3 minutesin which to put forward their 3 violated for the following reasons. First,

4 comments on what could be some very 4  thework of several well regarded,

5 complicated issuesin regards to things such 5 independent academic researchers who've

6 asmechanisms of carcinogenicity. Or 6 extensively published on the toxicology of

7  specifi...specificat...specificities regarding 7  Naphthalene and was presented in the draft

8 the metabolism of the chemical. So it really 8 background document were criticized. The

9 doesn't givealot of timeto really get 9 widely accepted work was dismissed as being
10 involved in the, the process with that, with 10 of little value by the chairman, who based
11 that Board. With Naphthalene, however, there 11  onsearch of the literature, has not
12 was something else that was brought up this 12 published any research on Naphthalene.
13 morning which is very important to us. And 13 Second, the public was not permitted to see
14 thiswasthe issue around the establishment 14  either the newly submitted document or the
15 of closing dates for submission of scientific 15 publicationsthat were said to form the
16 literature or publications which would be 16 basisof the documents at the subcommittee
17 relevant to the deliberations of the 17 meeting. No public comment was sought either
18 subcommittee. In the November 2002 RoC 18 at the subcommittee meeting or since the
19 subcommittee meeting we sh..., we saw a case 19 presentation or were any changes made to the
20 which wefed ne..., we need to bring 20 background document to reflect the
21 forward to the group so that similar things 21 discussions of the, of the chair on these
22 don't happen in the future. In this 22 new documents. Third, since the RoC
23 deliberation it was obvious that the basic 23 subcommittee meeting, NTP has provided to the
24 principles of the Data Quality Act, that is 24  Naphthalene panel alist of three references.
25 objectivity, transparency and utility, were 25 Thesethree published papers were purported

Page 190 Page 192

1 compromised. And the rationale for saying 1 tobethebasis of the document distributed

2 thisis because the subcommittee chairman 2 tothe subcommittee members at the meeting.

3 temporarily stepped down from hisjob asthe 3 The pandl has reviewed this literature and

4 chair tojoin the discussion of Naphtha..., 4 found that these data are of little to no

5 Naphthalene and to participate in the vote. 5 utility to the understanding of the

6 Thechair also then provided a document to 6 Naphthalene carcinogenicity. In the absence

7  the subcommittee membersjust prior to the 7 of further information the panel can only

8 break and suggested that the subcommittee 8 conclude that the presentation made by the

9 membersreview that document during the break 9  subcommittee chair was a personal opinion
10 because he would be making substantive 10 unsupported by published literature. The
11 comments after the break. Following the 11 acceptance of the chair's privately
12 break, the Naphthalene panel was given its 12 distributed document by the RoC subcommittee
13 seven minutesto make its comments and it 13 without areview of these underlying
14 wasthen followed by oral presentations by 14 publications calls into question the
15 thechair, and this was a highly technical 15 reliability of the decisions made by the RoC
16 presentation to the sc..., to the 16 committee. We feel that it was important to
17  subcommittee, including new information not 17 bring theseto your attention. It's very
18 previously shared with the subcommittee nor 18 important that these reviews aso be unbiased
19 made part of the public record. The members 19 and we talked about bias this morning. We
20 of the public present at the meeting were 20 hope that these types of deviations will be
21 neither permitted to see the materials on 21 considered in adopting some of the new
22 which these judgments were being based nor 22 processes for the RoC to hopefully avoid
23 to ask questions or give additional 23 such situationsin the future. Another
24 information or clarificationsto some of the 24  thing that we feel is, isalso very
25 thingsthat were discussed. Theob..., 25 important is that the procedures for listing
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1 should be clarified. One of the things that 1 DR. PICCIRILLO: It, whereit

2 came up during the subcommittee discussions 2 became very difficult, Dr. Portier would

3 wasthat one of the members was not sure how 3 like, where it became very difficult for us

4  to deal with Naphthalene. He felt that it 4 isthefact that the RG1 votewas61to 1...

5 wasessentia to go back and take alook at 5 DR. GOLDMAN: Okay.

6 other chemicals showing similar profiles as 6 DR. PICCIRILLO: ..toligt,

7 far ascarcinogenicity in animals, 7 theRG2was4to4.

8 genotoxicity, et cetera, to see how previous 8 DR. GOLDMAN: So RG1 was 6 to

9  subcommittees had dealt with those issues. 9 1tolist, RG2wasa4, 4 split.
10 Andit was hisimpression from going back 10 DR. PICCIRILLO: 4, 4.
11 andre-looking at the RoC, the 9th and10th 11 DR. GOLDMAN: Uh-huh.
12 RoCs, that none of the chemicals that had 12 (Indicating affirmatively.)
13 the same data or similar datato Naphthalene 13 DR. PICCIRILLO: Yeah, and...
14 werelisted. So wefeel it might be 14 DR. GOLDMAN: | mean...and
15 important for NTPto try to put together 15 I'mnot usually focused on vote counting, |
16 somekind of a, of aguidance that would 16 wasjust wondering how things were, you
17 helpin the committee's abilities to take a 17  know, going before that.
18 look at the data, see what kind of 18 DR. PICCIRILLO: What, what |
19 precedents may already have been set and 19 felt wasrather interesting isthat there
20 then determineif this chemical truly does 20 were some very good questions brought up by
21 fitor not. Thisway, at least there will be 21  some subcommittee members which seemed to be,
22 some clear pattern for the subcommittee to 22 the decision was we can discuss these later,
23 move forward. Based on these experience, 23 but yet when the discussion turned to these
24 experiences, the Naphthalene panel fully 24 underlying documents some of those questions
25 supports the discussions that Dr. Le Huray 25 werereally never answered.
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1 madein regardsto making some sweeping 1 DR. GOLDMAN: Yeah.

2 changesin the RoC process. Hopefully this 2 DR. PICCIRILLO: One of the

3 will increase the transparency of the process 3 other things that we wondered about, coming

4 and also lead to more meaningful science 4 back to the timing and the amount of time

5 ba.. meth..., science based methodol ogies. 5 that, that the subcommittee members actually

6 Thank you. 6 haveintheir review, | think it may be true

7 DR. GOLDMAN: Thank you very 7 that, that some of these documents do arrive

8 much. | actually want to start off with a 8 inexceptiona time for the membersto

9 question for you. | really can appreciate 9 review them. But it's a matter then of the
10 from your description of what happened at 10 timeavailable becauseif, | noted that
11 the, at the, | take it that was the BSC RoC 11 there were anumber of questions being
12 subcommittee that you were describing... 12 raised by some of the committee members that
13 DR. PICCIRILLO: Yes. 13 werethingsthat probably should've been
14 DR. GOLDMAN: ..that...I, 1 14 considered, looked at earlier.
15 wasn't thereso | can't really comment on it 15 DR. GOLDMAN: Mm-hmm.
16 obvioudly, but it soundslike it would've 16 (Indicating affirmatively.)
17 been afairly trying experience if it really 17 DR. PICCIRILLO: For instance
18 went asyou described it. | was wondering if 18 there was a, adiscussion about whether
19 it made a substantive impact though on the 19 genotoxicity data are relevant to the
20 way things were going, | mean what, what 20 carcinogenic process. And it was obvious that
21  werethevoteslike for the RG1 and RG2 21 nooneredly had taken alook at the weight
22 committees and | mean did it, you know, did 22 of evidence approach to using gene tox data
23 thislike change the tide in the way things 23 that EPA had promulgated a number of years
24 were going or, you know, where were things 24 ago. So, the, the lack of genotoxicity for
25 going before it went there? 25 Naphthalene just seemed to be discarded. So
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1 it'sjust some of these sorts of things made 1 availablefor everybody to discuss. The.. It
2 meat least have a sense that, that many of 2 happensthat, that, that the person that was
3 the committee members, the committee members 3 amember of the panel, was the chair, has
4 areworking in the thick, but in some cases 4 done studiesin his group of study in UCLA
5 they may not havereally had thetime... 5 and presented this data as one scientist
6 DR. GOLDMAN: Yeah. 6 making acomment on, on Naphthalene and this
7 DR. PICCIRILLO: ...to 7 was presented as any other evidence that
8 completely get involved in the issues. 8 everybody else presented. And, and | really
9 DR. GOLDMAN: Wéll, let me 9 rgject the characterizations of lack of
10 provide you with abit of reassurance having 10 transparency or attempt to influence the
11  worked with science committees like thisa 11 votesof people, | think it'sinsulting to
12 lot over the years and scientists of fairly 12 say that. And the transcripts of the meeting
13 highcaliber and I've never seen as...you 13 areavailable and | recommend that everybody
14  know, agroup like that who, you know, 14 thatisinterested in this should read it
15 somebody at the last minute throws something 15 andyou'll see exactly what happened there.
16 over the transom, and it doesn't contain 16 DR. GOLDMAN: Andl, |
17 dataand... that's what you described, that 17 didn't mean to imply that | was accepting
18 that would sway them away from looking at 18 any oneversion of it, but | certainly can
19 datathat they had reviewed and, and I, I, 19 seethat from the perspective of our
20 you know , it must have been painful to 20 presenter that what happened there didn't
21 watch that, but | don't believe that that 21 feel that way and, you know, so thisis one
22 kind of stunt, whatever it was that you 22 of those disputes that we're not here to
23 observed, would have distracted a group of 23 settle. We'reredly hereto seeif the
24 scientists from the actual datathat they 24  processhasaproblemin.....
25 werelooking at, and | think that's 25 DR. PICCIRILLO: Yeah, I, |
Page 198 Page 200
1 important, you know, for you to hear. And, 1 think where, where our comment comesinis
2 and asothat, by the way, there, there has 2 thefact that we have avery short timein
3 been achange since EPA promulgated those 3 which to make our presentation. Had this
4 guidelines some years back in terms of, you 4 document been submitted as part of the
5 know, an earlier belief that all, all 5 public comments, it would have been available
6 carcinogens are genotoxic agents and, and a 6 tous. It would've placed usin aposition
7 greater degree of sophistication that genes, 7  where our 7 minutes would've been spent
8 gene expression can be affected in many 8 discussing that document and the relevance of
9 ways, in waysthat cause cancer without 9 that document rather than spending the 7
10 classically being quote, unquote, genotoxic 10 minutes discussing some issues and things
11 intermsof thein vitro tests and so forth, 11  which were aready covered within the
12 which I'm sure you're aware of. Why don't | 12 background document itself.
13 go ahead and open it up for comment? | 13 DR. TORAASON: This may not
14  don't know if anybody...um, yes? 14 beafair question, but, you, you mentioned
15 DR. MOURE-ERASO: Wéll, first 15 advocates and it was mentioned earlier in
16 of al | would like to caution Dr. Goldman 16 the, inthe day, but there was a'so the, the
17  to accept one description of what happened 17 ideaof expert panels. Don't expert panels
18 aswhat happened. 18 by their nature have advocates on them and
19 DR. GOLDMAN: But | wasn't 19 how do you resolve that?
20 there. 20 DR. PICCIRILLO: That, that
21 DR. MOURE-ERASO: Exactly, I, 21  very well may betrue, that depends on the
22 | was amember of the committee and | 22 make up of the, of the panels, depends on,
23 disagree with the perspective that is being 23 on the selection process for putting the
24 presented here. | don't think that in any 24  panelstogether. So...I don't know if there
25 way, the, the, the evidence that was 25 isafair way of putting together anon-
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1 seemed that there was a, a situation which 1 subcommittee.

2 maybe could've been controlled better. 2 DR. GOLDMAN: Yes?

3 DR. CARPENTER: You and the 3 DR. PORTIER: I, | want to

4 speaker before talked about limited time of 4 make surel clarify oneissue. The chairman

5 discussion, it's been my experience that 5 for any given meeting of the NTP Board of

6 that'sreally not the case. Do we ever have 6 Scientific Counselorsisjust the chairman

7 atimelimit on aparticular chemical? 7  for that meeting. There is no permanent

8 Didn't wediscusstalc for the better part 8 chairman for any of the meetings. We always

9 of aday without being cut off and saying, 9 discusstheissue of who should be the
10 timeisup? Aslong as new information was 10 appropriate chairman and again, to make the
11 being offered and presented, the Bo..., the 11 record straight here, for the Naphthalene
12 Boardwaslisteningtoitand |, and | don't 12 situation and to give you alittle more
13 know wherethisidea of a set time came 13 insight about how we run the Board of
14 from. 14  Scientific Counselors RoC meeting, generally
15 DR. PICCIRILLO: Wdll, 15 the chair does not vote at the Board of
16 actualy Dr. Portier mentioned that this 16 Scientific Counselors Report on Carcinogens
17 morning that one of the changes was going 17  Meeting because they feel that if they were
18 from a5 minutetime period to a 7 minute 18 going to vote on such an issue they become
19 timeperiod. 19 an advocate and they can't properly control
20 DR. CARPENTER: Comments from 20 thediscussion between, in the Board to
21 thepublic, but I'm talking about the review 21 bring out the, the issues that are being on.
22 process. Then you, you said the Naphthalene 22 They, they're concerned that they might be
23 committee was given an hour and a half to 23 somewhat biased. If any chairman for any
24 consider al of thisinformation and | 24 particular meeting doesin fact express a
25 never, | don't remember having been on ... 25 strong desire to enter into the debate on an
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1 DR. PICCIRILLO: Well, no, 1 issueand to vote on that issue, we discuss

2 actualy, | think what Dr. Le Huray said was 2 very carefully with that chairman whether or

3 wehad a, we ended up because of the timing 3 not they should chair such a session because

4 with the RG2 coming up, et cetera, we had a 4 we arevery concerned that they might

5 period of about 10 days to do our, our 5 control that session. So in this case, for

6 public comments. So... 6 thisparticular session, this person was not

7 DR. CARPENTER: But you 7  chair of the, of the particular meeting from

8 yourself during your presentation made a 8 thedtart to finish. They stepped down for

9 comment about not having adequate time to 9 theentire Naphthalene discussion. And you
10 present to the Board because of, of 10 will seethat happen again, if it ever
11 constraints. | mean that doesn't, that 11  occurs, simply because we, we feel the,
12 doesn't make much senseto me. 12 there's greater concern on our part for them
13 DR. PICCIRILLO: But no, 13 dominating the meeting as chairman than for
14 that's...to the, yeah, thisisto the 14 just entering into discussion with the rest
15 subcommitteeitself. Wehad , wehad a7 15 of the Board.
16 minute time period in which to present 16 DR. GOLDMAN: Thank you for
17 comments. We had submitted all of our, our 17 that clarification. That sounds much more
18 written comments prior to that and when 18 appropriate. It's, it's good to hear that.
19 you'vegot that 7 minutes, it'svery 19 Other comments or questions?
20 difficult to determine which issues you want 20 DR. MOURE-ERASO: Onelast
21 todiscuss. So the earlier comment that | 21 comment. For therecord, | find it curious
22 madewasif we had seen other public 22 that you say that the person that made a
23 comments, and there were some concerns that 23 presentation did not have any expertise of
24  wereraised, that would have influenced how 24 Naphthalene when one of the most respected
25  we spent our seven minutes before the 25 paperson Polycyclic Aromatic Hydrocarbons
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1 asbeen, he, this person has been an author, 1 thepublic actually makes the nominations but

2 he'sconsidered an authority on air pollution 2 inthat selection process. Secondly, it was

3 and Polycyclic Aromatic Hydrocarbons and the 3 raised that the scientific review process

4  record isclear about this and to say that 4 perhaps could be improved. Now we've heard

5 hedidn't have any expertise with 5 that the NTP already has established a goal

6 Naphthalene, | consider preposterous. 6 of a45 day period where the background

7 DR. PICCIRILLO: No, the 7  document is out there for review, to give an

8 comment we made was, wedid a, |, search of 8  opportunity to read it prior to the, to, for

9 his, hisli..., of the literature published 9 everybody to read and maybe comment for the
10 by thisparticular individual and none of 10 RGL. However, there are some other ideas
11 theresearch was on Naphthalene per se. 11 that were put forward such as perhaps that
12 DR. GOLDMAN: 1 think I'm 12 even more subject matter experts might be
13 goingto cal atime out for this, okay. 13 involved, such as revising the background
14 They can take it outside or whatever, 14  document at each stage instead of appending
15 but...seriously, | mean, were... weredly, 15 thechangesthat occur at each stage to the
16 you know, wereally appreciate your comments 16  document, whether you rewrite it or append
17 and, on the process and | think that it, | 17 seemsto be anissue. And even to as radical
18 think that it's, it's quite helpful. Are 18 of aproposal of getting rid of the RG1 and
19 there other questions or comments for this 19 RG2 processesin, in essence and replacing
20 presenter?If not, I'm going to invite you 20 themwith an expert panel that's more like
21 tositdownand, and, I'vetaken alittle 21 the Panel for the CERHR which is changing,
22 bit of time here to summarize some of the 22 but might still be seen by some as being a
23 things|'ve heard and | thought maybe | 23 preferable process to the RG1 and 2
24 could kind of walk through that and then 24 processes. Some issues were raised about the
25 open it up to make sure that, you know, that 25 role of the Board of Scientific Counselors.
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1 wehave, that we've heard what everybody has 1 | think some of those ended up in getting a

2 tosay. Read what document? No, I'm not 2 better understanding of how the BSC actually

3 going to read that document. We're, that, we 3 works. But some of them had to do with

4 havevirtually read that document into the 4 perhaps even more time for them to

5 record. So, so some very, very quickly, very 5 deliberate onindividua chemicals, perhaps

6 quickly and I've kind of arranged these in 6 moretime for people to give presentations

7 order of the, of the process. Obviously 7 tothem and have back and forth dialogue

8 very consistently during the day, | think 8 with them. And of, to an extreme of perhaps

9 weveheard alot of support overal for the 9 cutting the BSC out of the process and
10 process of listing of carcinogens through the 10 having those interactions occur with the
11 concept that carcinogenicity is an attribute 11 expert panel, in essence that the expert
12 thatisin, intrinsic to achemical, that 12 panel would encompass, you know, the RG1 and
13 there'saweight of evidence approach that 13 2 and 3 processes al into one process,
14  should be applied and that the listing 14  which then | suppose ala CERHR would result
15 process has public health value. Broadly, of 15 in something that the whole BSC would |ook
16 coursethat the public should be involved 16 at asopposed to having an RoC subcommittee.
17 early and as often as possible, that they 17 Some questions were raised about the next
18 should be striving for full transparency and 18 step which istherole of the Executive
19 moretime somehow for discussions back and 19 Committee for the National Toxicology
20 forth, discussions throughout the process. 20 Program, you know, what is that thing and
21 Specifically with the nominations process 21 what doesit really do and | think from what
22 dtarting at the beginning, there was a 22 I've heard, comments ranged from either, you
23 question raised asto whether there was some 23 know, better defining that role, to make it
24 way to bring in public input into the 24 more, more understandabl e to, to actually
25 nominations process other than the fact that 25 diminating the Executive Committee from the
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1 process. | will say, you know, my two bits 1 other comments were made throughout the day

2 inthishaving participated in various 2 about the issues of peer review and the

3 edementsof thisisthat, if there weren't 3 quality of, of the data, and again, just my

4  an Executive Committee to look at these 4 perspective, but | think it would be hard to

5 listings at this stage probably whoever is 5 point to aprocess either in the government

6 directing the NIEHS would want to invent 6 or outside of the government where there's

7  one, because of just the need to vet these 7 been ahigher level of peer review or a

8 decisionsamong all the part..., parties that 8 higher degree of attention to the quality of

9 areapart of the National Toxicology 9 theinformation that goes into these reports.
10 Program before taking them to the Secretary 10 Andl, you know, I think that one would need
11 inthe Department of Health and Human 11 to proceed with great caution before changing
12 Serviceswhichisabig step, and there are 12  thisprocess becauseit, it realy has been
13 alot of agenciesin the department who care 13 extraordinarily successful in being avery
14 about this, and those agencies need to 14  high quality, very highly respected process.
15 participate somehow anditisa, itisa 15 Andjust to go back at, at the, in closing
16 forum for that and | think that it would be 16 to Bernie Goldstein's quote of what | said
17 areal lossto the process to cut that out 17 in1999 and | would still say, and that is
18 and | think you'd end up with processes that 18 that thisisaprocessthat readly has
19 would beless out in the open and less 19 focused on the science and bringing the
20 direct and probably less well informed by 20 scienceinto aweight of the evidence
21 the science without having the Executive 21 approach to determining carcinogenicity. It's
22 Committee, that's just my opinion. A lot of 22 not aprocess that's done for the sake of
23 questions came up with the interface between 23 process. And that, that it's probably
24 thisprocess and the Risk Management Process. 24 important to, to maintain. Obviously there
25 Andit was pointed out that, you know, that 25 are some changesthat are gonna need to be
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1 there'seven astate government in our 1 done but fundamentally the public health

2 country, California, that has regulations 2 value of this process needs to be honored in

3 that directly incorporate the decisions, the 3 the process of considering those changes. Are

4  listings of the RoC into the regulatory 4 there comments on, are there pointsthat |

5 processes and that case for proposition 65, 5 missed in that summary that need to be

6 that thereis sometimes a public health duty 6 brought out, other issues that, that people

7 toput the listing into perspective and | 7  heard that need to be brought forward? I'm

8 think that that's a place where | think 8 kind of opening it up for abit of

9 we've heard today that the NTP has taken 9 discussion on that. | wasgoing to call
10 that into account and that that has happened 10 on..
11 now acouple of times with pharmaceutical 11 MR. KELLY: Would you like
12 agency, agents like Tamoxifen. But again, Dr. 12 metocomeupor...?
13 Goldstein recommended publication of an 13 DR. GOLDMAN: What?
14  actual notice around the time of the, of the 14 MR. KELLY: Would you like me
15 NTPRoC listing, that would give, give 15 tocomeup,or...
16 stronger signals about where the regulatory 16 DR. GOLDMAN: No. Speak from
17 agenciesare going with that. And thisisa 17 themicisfine. Just...and identify
18 hit out of the purview of the NTP so far, 18 yourself.
19 and, and again my two bitsworth isthat's 19 MR. KELLY: Wédll, I've been
20 probably a good thing because one of the 20 debating whether, there is an issue that has
21 thingsthat has probably made this process 21 not comeup and it's, it's an important
22 so successful over theyearsisthat itis 22 issuel think, I've been debating whether to
23 not aregulatory process, that it'sa 23 evenraiseit becauseit's abit of acan
24 scientific process and it's not, not embedded 24 of worms, hasto do with the criteriafor
25 inaregulatory agency. Another, a number of 25 listing a known human carcinogen. And the
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1 clarification that's given for that, and 1 whenyou consider what happened there and

2 what'simportant to know is that that 2 theinterpretation that's been put on it,

3 clarification itsalf has been interpreted and 3 and I'm surethiswill come up again some

4  that when you consider the interpretation, 4 timein the future, that clarification can

5 theclarificationis not clear. Now what 5 beconsidered quite ambiguous. And | wanted

6 the, what the criteriafor known human 6 topoint that out and it may be necessary to

7 carcinogens saysisyou have to have 7 make aclarification of the clarification.

8 sufficient evidence from studies in humansto 8 DR. GOLDMAN: Wdll, I'm not

9 establish acausal relationship. And then the 9 sayingthat | agree with you that it
10 clarification says you need, this means you 10 actually saysthat, but I'm remembering now
11 need evidence from studies, actualy it says 11 that aso Dr. Sass raised the question about
12 studies of humans rather than in humans. It 12 further defining the situations under which
13 doesn't say sufficient evidence to establish 13 human data other than epidemiologic data
14 acausa relationship, it just says you need 14  would move achemica up into the known
15 evidence of studies of humans. But then it 15 category and, and so I, | think that that's
16 addsasecond paragraph that saysthereisa 16 another thing to add to the, the summary.
17 summary paragraph that applies to both the 17 It'sanother issue and, and you'reraising
18 known and the reasonably anticipated criteria 18 it from adifferent direction. And, and the
19 that saysconsider all relevant data. Now 19 needto haveit be, if you may, equitablein
20 that, when that first came out, that wasin 20 termsof those, you know, thekin..., the
21 the Federal Register Notice in 1996, the all 21 datacan cause you to down grade a chemical,
22  relevant datalanguage. We did not consider 22 you know, and what can cause you to upgrade
23 it that important because relevant seemed to 23 itand| think if Dr. Sasswere here, that's
24  refer to whatever was stated in the 24 the point that she would raise again, so |,
25 criteria. If it'srelevant for known, you 25  but, we, we should add that, that issue to
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1 consider if it'srelevant for what's said 1 thelist because it seemsthat that is still

2 reasonably anticipated cri..., listing 2 aliveissue. Other, | know there were some

3 criteria, you consider that. Then when we 3 other hands... yes?

4 got to the dioxin listing, what happened was 4 MS. FELTER: Susan Felter. |

5 therewas abackground document that said 5 haveacouple of questionsthat evolve

6 thebasisfor thelisting is acombination 6 around theissue of exposure and the first

7  of three things, human epidemiological 7 oneis, isreally aquestion in terms of

8 evidence, which the background document said 8  whether adraft document is considered to be

9 wasnot sufficient. It was limited. Animal 9 adequate or not to move forward? The sense |
10 experimental evidence and in vitro 10 got from the discussion was focused more on
11 mechanistic dataindicating that there was a 11 the, thetoxicity side of it. But if |
12 similarity between the mechanism for animals 12 understand the mandate correctly, the list of
13 and humans. So there was not sufficient 13 substances that must be published is based
14  evidence from studies in humans but that 14 onthosethat are known or reasonably
15 insufficienc..., insufficiency was compensated 15 anticipated and to which a significant number
16 for by animal and in vitro data. And that 16 of personsresiding in the U.S. are exposed.
17 wasjustified on the basis of this final 17 Isthat better defined somewhere in terms
18 paragraph that says, we can consider any 18 and, and has that ever been abasis for
19 relevant data. Soin effect what it said is 19 deciding that something is, documentation is
20 you don't need sufficient evidence from 20 not sufficient to move something forward
21 studiesin humans. If you've got other 21  because there's inadequate information on the
22  evidence that will compensate for 22 exposure side or where do you find a better
23 insufficient evidence, that's evidence in the 23  description?
24 form of animal evidence or in vitro data 24 DR. GOLDMAN: So your
25 that all adds up to mechanistic data. So 25 question is are there chemicals that have
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1 been nominated that have not been moved 1 MS. FELTER: Yeah. I'dlike
2 forward because of ajudgment that there are 2 to continue with my question about exposure,
3 not asufficient number of peoplein the 3 itgoesback to | think the very first
4 United States who are exposed to that 4 opening statement that I've heard a couple
5 chemical? Does anybody from the program know? 5 of timesthat cancer isintrinsicto a
6 Bill, can you, can you answer that question? 6 chemical and | find that to be avery
7 DR. JAMESON: Yes, asa 7 interesting statement to not have
8 matter of fact there have been a couple of 8 controversies surrounding it because as we
9 chemicalsthat were listed in the first 9 dl know thereis species specificity,
10 Report on Carcinogens that were subsequently 10 metabolic differences such that one strain,
11 removed from or de-listed from, from the 11 one specie may be, it may beintrinsicto a
12 Report on Carcinogens because it was 12 malerat but no one else, may be associated
13 determined that there was no longer any 13  with high doses and not low doses, example
14  human exposure to that material. So it 14  of lung cancer associated with particle
15 didn't, since there was no documented 15 overload. So achemical that demonstrates
16 exposure to those materials, they were 16 sometumorigenicity or carcinogenicity under
17 removed even though there was strong, strong 17 specific situations, to say that now it'san
18 evidencethat, that it was an animal 18 intrinsic property of the chemical...if you
19 carcinogen. 19 could addressthat a bit?
20 DR. GOLDMAN: Which materials 20 DR. GOLDMAN: Wdll, |
21 and which chemicals? 21 should've said the ability of the, of the
22 DR. JAMESON: I'd, I'd have 22 chemical to cause cancer in ahuman and |
23 tolook at thereport, | can't redly... 23 think that that issue that you raised about
24 DR. MOURE ERASO: I, | don't 24 species differences has been addressed and
25 remember a, the specific chemical but one 25 for quite some time actualy in the way that
Page 218 Page 220
1 thing that, that concern me about that as 1 datathat arerelevant to species that might
2 being one criteriais that there might be 2 support the notion that the risks for humans
3 the, the mistaken conclusion that that 3 aredifferent than risks for other species,
4  particular chemical might not be a carcinogen 4 and has been incorporated and can be used,
5 orit doesn't have cancer effectswhenin 5 hasbeen used to downgrade the classification
6 reality the only criteriathat was used, not 6 of chemicalsjust asthose same mechanistic
7 tohavestudied, isthat thereis no 7  datain humans has sometimes been used to
8  exposuresin the United States. Meaning that 8 upgrade the classification of achemical. So,
9 if there are not exposures in the United 9 that's, that's a part of this process.
10 States, it doesn't matter if it's 10 MS. FELTER: May I? I, 1
11 carcinogenic or not, which, | found it a 11 certainly agree, and I've seen many examples
12 little strange to say that and also probably 12 of wherethat istrue, certainly with the
13 thelanguage could be changed in away that, 13 speciesdifferences. What might be less
14 that to makeit clear that nothing is being 14 obviousto me and, and maybe the question of
15 said about the carcinogenic effect of the 15 genotoxicity to some extent comesin hereis
16 chemical oneway or another, simply it has 16 therelevance of findings at higher doses
17 not been studied. Because there might be the 17 and not lower doses, where from the amount
18 possihilities of having that confusion. 18 of information that's available on the Report
19 SPEAKER: Actually that 19 on Carcinogens, again, with the goal being
20 language can't be changed because that's the 20 public hedlth, if there's no distinction made
21 law. | mean, that's the one we've always had 21  between, you know, there's no dose
22 todeal with that issue, so... 22 information included in hereto indicate that
23 DR. MOURE-ERASO: The 23 thischemical caused tumorsin these
24 language stays basicaly. 24 bioassays or these studies under these
25 DR. GOLDMAN: Go ahead. 25 conditions. It'ssimply a statement that it
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1 caused tumors, boom. Which when you really 1 about how do we present this material and to
2 getintoit from atoxicological perspective, 2 what degree we might try other things, so |
3 theimplications of finding tumors under one 3 think your comments are useful and we, we
4 set of circumstances versus a different set 4 will follow up on them. One of the reasons
5 of circumstancesin terms of the public 5 wearenow very vehement, | personally am
6 headthimplications are quite different. And 6 very vehement about the background documents
7  s0 hasthere been discussion about, and 7  becoming sort of something that is
8 maybe this goes beyond the scope of this, 8 permanently there for peopleto look at and
9 thismeeting. 9 review and see the comments and see the
10 DR. GOLDMAN: No, it, it 10 processthat went through is, it's actually
11 redlyisn't. | mean, it's, it's, | think 11 that that putsthe, the report of, Report on
12 that it's been an ongoing issue for probably 12 Carcinogenslisting into context. It'sreally
13 from the beginning of the program and the 13 hard in ashort document that isn't the
14 way | would encapsulate theissueis, isit 14  entire book of the background document to
15 okay that the Report on Carcinogens stops at 15 break it all down into something clear and
16 the hazard identification stage or should 16 so the background document then plays a more
17 they take anext step and do dose response 17 important role as do the comments on the
18 modeling, you know, come up with potencies 18 background documents and the minutes from the
19 or, or come up with judgments about what 19 meeting and the discussions of the votes, et
20 would be the appropriate dose response curve 20 cetera. They all become something that
21  and whether there might be a threshold and 21 placethelisting in context. And so we're
22 soforth and so on. And at, at this point 22 working onit, it'sjust not an easy issue.
23 intime there may be comments and | think 23 DR. BABBAGE: Yeah, Michael
24  that the NTP folks can talk about that, 24  Babbage from CPSC and | just wanted to
25 sometimesthere are kind of comments about 25 comment mostly on Dr. Goldstein's very
Page 222 Page 224
1 some of that, but once NTP makesthe 1 interesting proposal but also alittle bit
2  judgment about classification, it's up to the 2 onthislast comment is, asit stands now
3 individual agenciesto go through processes 3 whenachemical islisted in the RoC, it
4  of attempting to determine exposures, dose 4 doesn't automatically trigger any regulatory
5 response modeling and so forth and they 5 actionin at least at CPSC, and when we do
6 don't dways do those things the same way to 6 evaluate potential hazards we of course
7 even, even further complicate our lives. So 7 consider the RoC, IARC and the CERHR and,
8 thishas, this has been an ongoing issue 8 and, and so on, but the, but our policy has
9 and, and it's been felt that by stopping 9 aways been that we do our own evaluations
10 short of that, that it, it clearly draws the 10 of everything from hazard ID to the, to the
11 line between this process and arisk 11 risk and risk management, so really the, the
12 management process, but | think it's aways 12 bottom line isthat the bur..., the burden
13 going to be an issue. Chris? 13 isonus, on, on the regulatory agencies, or
14 DR. PORTIER: | just want to 14 inour caseon usin particular to, to do
15 makesurel, I'm understanding the comment, 15 the, the, the, the next three steps of the
16 now thisisacomment on the RoC document 16 risk assessment essentially and to, and to
17 itself because obviously the background 17 say whether aparticular product in our
18 documents spent a considerable amount of time 18 jurisdictionisahazard and | mean, that's,
19 talking about the context of the observations 19 that'show it isand whether that should
20 which are being reviewed and so the question 20 change, | don't know, but that's the way,
21 istowhat degree does all of that 21 that's how it isnow.
22 information then also get characterized into 22 MR. KELLY: Of course, this,
23 therather short listing that goes into the 23 thisissue came up the last time we had a
24 Report on Carcinogens. And certainly every 24 public meeting on thisin, in 1999; that is,
25 re.., every report we visit the discussion 25 theissue of to what extent should the
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1 listing information on the Report on 1 called, pursue an alcoholic lifestyle. That
2 Carcinogens give some information about dose 2 s, they're very heavy drinkers and have all
3 or exposure and what is known about 3 theother things associated with an alcoholic
4  carcinogenicity at a particular dose or 4 lifestyle of just general dissipation, poor
5 exposure, to what extent does that knowledge 5 diet, lack of exercise, you know, lack of
6 depend on there being a certain level of 6 productive work, that sort of thing, possibly
7 dose or exposure. Since that meeting we, we 7  low socioeconomic status which has been
8 do have new legidlation and guidelinesin 8 correlated with increased risk of cancer, et
9 theform of the Data Quality Act and 9 cetera. And yet the, so the implication of
10 guidelines and one of the requirements of 10 thiswould be that the listing should say
11 thatisutility. Utility isdefined as 11 that acoholic beverages are known to cause
12 utility to theintended, for the intended 12 cancer among people who are heavy drinkers
13 purpose of theinformation product. We've 13 or who are, who are, pursue an acoholic
14  discussed this before when you go back to 14 lifestyle, something like that. That was the
15 thelegidative history of the Report on 15 debate and yet they were instructed that
16 Carcinogens, it's very clear that Congress 16 they could not insert that sort of language
17 intended that this report have utility for 17 inthe Report on Carcinogens and they should
18 individual Americanswho would make choices 18 not even consider it as part of the
19 about their personal lifestyles and 19 information product because the Report on
20 exposures. And yet at the very, in the 20 Carcinogensisonly ahazard document,
21 introduction of the Report on the Carc..., 21  doesn't consider risk. | think thisissue
22 on Carcinogens currently it says that 22 now with the new legidlation...
23 there's nothing in the Report on Carcinogens 23 DR. GOLDMAN: Bill, I don't
24 isintended to necessarily have any relevance 24 believethat's what the committee concluded
25 tothe activities of peoplein their daily 25 about the literature on acohol, but, you
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1 livesand there have been occasions when 1 know, | might bewrong, it's been afew
2 the, there have been critical issues 2 years, but | don't think that that really
3 regarding dose and exposure that have come 3 wastheir conclusion.
4 up with regard to specific listings and the 4 MR. KELLY: Oh, | don't know
5 review panels, particularly the RoC 5 about the conclusion, I'm talking about
6 subcommittee have been instructed by RoC 6 the..
7  dtaff that they should not consider dose or 7 DR. GOLDMAN: That, that the
8  exposure in making recommendations on the 8 risk for cancer was only among these
9 ligtings. The one that comes most prominently 9  subgroups that suffer from all these other
10 tomind asagood example of thisis, which 10 conditions. | don't think that that was
11 | nolonger have any interest in other than 11 their conclusion. So I, you just haveto be
12 my daily personal life as an individual 12 careful here but...
13 consumer isthe consumption of alcoholic 13 MR. KELLY: | didn't say
14 beverages, in which there is considerable 14  they concluded that, | said...
15 evidencethat very moderate intake of 15 DR. GOLDMAN: Y eah.
16 acoholic beveragesis not carcinogenic and 16 MR. KELLY: ...they were
17 isactualy has health benefits, mainly in 17 debating that and then they were told that
18 theform of having to do with heart attack 18 that was not even appropriate to get into
19 and stroke. But the point is that, and this 19 andit was not necessary to debate. So they
20 wasraised and debated considerably among the 20 never really reached a conclusion onit. But
21  RoC subcommittee membersisthat the evidence 21 itwasanimp...it isan important point.
22 we have that shows carcinogenicity with 22 It, it comes up with, very prominently with
23 dcoholic beverages; thet is, what we were 23 some other listings that are in the Report
24 dready shown as known to be a carcinogen 24 on Carcinogens now. And | think it's going
25 only hasto do with people who are what they 25 to come up sometime with the new legislation
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1 and guidelines and should probably be dealt 1 of prioritiesorisitalistor, or, or

2 with at some point. And the usual response 2  how?

3 isthat they're, you know, we don't want to 3 DR. GOLDMAN: | tried to put

4  get into quantitative risk assessment and 4 itinthe order of the process. So starting

5 doseresponse curves and the usual, you 5 from the nomination through the scientific

6 know, thingsthat regulatory agencies get 6 review through bringing it forward to the

7 intoand | don't think you need to do that. 7 Boardof, sol tried tojust put itinthe,

8 | think a, there are broad qualitative sort 8 in, inprocessorder.

9  of dose response or exposure statements that 9 DR. MOURE-ERASO: Yeah,
10 can be made about some of these chemicals. 10 because of, of, | probably will have, as, as
11  You know, for example, on some of them you 11 probably the people here in the panel have
12 could say that, you know, cancer has only 12 different levels of, of reactions to these
13 beenfound, is, isonly known to have 13 statementsthat were presented, | mean, it
14  occurred in worker populations that were 14 doesn't seemthat, if the panel is going to
15 exposed to extremely high doses as a result 15 react to the issues that were presented,

16 of industrial accidents. Y ou know, if that 16 therewill be different opinions | assume.

17 werethe, the case rather than in the 17 DR. GOLDMAN: Perhapsit would

18 genera population, rather than saying it's 18 make sense at this stage to, you know, turn

19 giving theimplication that it's known to 19 tothe members of the panel to seeif you

20 cause cancer among anybody who's exposed to 20 have some feedback that you know, your own

21 this. But again, | would like to point out 21 reactions or, you know, further points that

22  that we, we do have some new law on this 22 you want to maketo be sure to put themin

23 particular issue. Thereis very pertinent 23  herenow. Therewill also be awritten

24 legidative history. It's never really been 24 report and an opportunity in that to, you

25 confronted adequately | believe by the 25 know, after we've had a chance to ruminate
Page 230 Page 232

1 agency. | found the response to the public 1 further, to, to add to that. So, do you want

2 meeting commentsin 1999 to be very 2 tolead off on that?

3 dismissivein fact of this particular issue. 3 DR. MOURE-ERASO: Sure.

4  Andsinceit has comeup, | do feel that 4  Firstof dl I, I, 1 hear with some

5 thisneedsto be pointed out at this point. 5 trepidation the proposal of are-

6 Thank you. 6 configurating the procedure, the process of,

7 DR. GOLDMAN: Okay, well, | 7  of conducting the business of the NTP.

8 guessthat's another issue to put up there, 8 Specifically the, the recommendations of

9 butl, | should say that | have not yet 9 basicaly eiminating the R, RG1 and RG2 and
10 heard anything either here or elsewhere to 10 theBoard of Scientific Counselors. | believe
11 say that there's adetermination that the 11 very strongly that the appropriate function
12 DataQuality Act appliesto this process so, 12  of the sciencein the federal prog..., in
13 I, but I think that your point about trying 13 thefedera government that existsin, in
14 to put the, put it in somehow in context 14 NTPisto takethe responsibility of the
15 with exposure and | think it get backs to 15 process of making decisions that eventually
16 the point that was made earlier needs to be, 16 aregoing to have big public health impacts.
17  you know, added as one of the, one of the 17 And| absolutely reject the notion that we
18 issuesthat wasraised. Arethere other 18 can privatize this process. The expert panels
19 issuesthat need to be identified as coming 19 asit wasdescribed here constituted mostly
20 out from, from this meeting? Make sure that 20 fromtheindustry that supposedly isbeing
21 we'renot leaving anything out. 21 affected by these decisionsisin my mind
22 DR. MOURE-ERASO: | mean, I, 22 absolutely not an improvement in the process,
23 1, | read what you presented as the summary 23 but the opposite. | aso believe that one of
24  of theissuesand I, alittle unclear about 24  thethingsthat is also of great importance
25 it, the way that you presented thisin order 25 intermsof having afairnessin the way
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1 that mechanistic data are used asyou 1 minimal. And | think that the Board gets an
2 mentioned, what Dr. Sass mentioned that there 2 understanding of that issue, | think that
3 isaneed to have explicit descriptions of 3 theindustry that's being affected and
4 how mechanistic data can affect a process, 4 impacted by those decisions understand that
5 upwards and downwards and that that should 5 issue, but | don't think that in general
6 be made specific in the language, and not 6 very many other peoplereally do, that alot
7  only put an example of how things could be 7  of timeswith, when you're, when you're
8 delisted and know how things could be 8 dedling with state agenciesin particular, if
9 changed from one classification to another. 9 you seeachemical listed as a carcinogen,
10 And specifically to, to maximize the 10 it'sanimmediate problem, and that's, that's
11 appropriate use of mechanistic data, to 11 clearly not true. And | think there, there,
12 properly inform people of, especially 12 there should be a mechanism whereby some of
13 properly inform exposed people what to expect 13 those reservations can be expressed and I've
14 ineffects of carcinogenicity. 14 donethisin, in RoC meetings as have a
15 DR. DELZELL: I'msurethat 15 num..., number of other people. It'sin my
16 each of uson the panel has adlightly 16 understanding not part of the mechanism now,
17 different view of what's transpired and what 17 but | would redly liketo seeit part of
18 ourreactionsare. 1,1 do, | have heard 18 the mechanism whereby a description says, you
19 some very specific recommendations for 19 know, it's, the apparent risks from this
20 clarifying and improving the process, and | 20 exposure to this chemical are small, but
21  think those need to be carefully considered. 21 thisisahazard identification process and
22 | amnot aswilling to, not dismiss but, but 22 | think that get, getslost alot of the
23 have anegative reaction to the idea that 23 timeindiscussionsisthat, isthat thisis
24 the whole process be reviewed and perhaps 24 limited to hazard identification and | think
25 changed. | think that it is very good to 25 that'sared issuethat's going to keep
Page 234 Page 236
1 consider changes, particularly in light of 1 coming up until it gets addressed formally.
2 thevery sweeping changes that we see taking 2 DR. GOLDMAN: Mark?
3 placein science or are about to take place. 3 DR. TORAASON: | think, there
4 1,1 dofeel that the peer review process 4 wasalot of discussion about the document,
5 can beimproved. I'm less sure of the 5 I'mnot surethat, that the review documents
6  specific mechanism for improving the peer 6 met the same, serve the same purpose asthe
7 review process. The, the other thing that 7  reproductive health effects documents. |
8 we've heard quite a bit about today isthe, 8  mean, the documents that the NTP uses are to
9 the need to improve the exchange with the, 9 facilitate the review by the Board of
10 between the public and the peer review 10 Scientific Counselors and the different
11 process. And I'm sure that that can be 11 regroup, review groups, and over the years
12 improved aso. 12 those documents have been improved and it's
13 DR. CARPENTER: Yeah, | agree 13 sort of coming back to bite the NTP because
14 that, | think that there is a fundamental 14  the better they get, the more people want
15 misunderstanding about what the peer review 15 them to be better, the more they want the
16 processis because we encounter the same 16 processto be better. Andif that's an
17 arguments. A number of the discussions that 17 int.., if that'sthe intent, to produce an,
18 have taken place today take place in the RoC 18 acomprehensive document, then some of the
19 meetings themselves. Particularly questions 19 recommendations we heard were great. But
20 about exposure and the idea of listing a 20 perhaps maybe the focus should be on the
21 chemical, redlistically exposures will never 21 writing that appearsin the Report on
22 occur to humans, so they're, they're, or 22  Carcinogens because that's the thing that
23 they'reat least not likely to occur. So 23  really goesforward, that's the thing that
24  that the actua risk that's being posed by 24  most people read. And that isn't given a
25 these chemicalsin everyday lifeis, is 25 review process that I'm aware of, it just
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1 sort of appears. So maybe that, that could 1 DR. JAMESON: Yeah, just,

2 beaplace of focus. The other comment I, | 2 just for therecord, I'd like to identify

3 have, that | think there, there are some 3 thefact that we received additional written

4  redlly good recommendations about the time 4 comments for this process meeting from

5 dlowed, | heard somethingsfrom a 5 individuals who could not attend. We've

6 perspectivethat | hadn't noticed before and 6 received these, these, the written comments

7 oneparticular pointis, I've attended a lot 7  and they were placed on the web as part of

8 of meetingsand it'sinvariably there was 8 thepublic record for this meeting, but, but

9 plenty of timefor everybody to say what 9 for, for the purpose of the record I'd like
10 they want. There were a couple of meetings 10 toidentify that Sam Cohen of the University
11  where people were cut short and | was 11 of NebraskaMedical Center, Neil King of
12  thinking, what's this concern about time? But 12 Wilmer, Cutler, Pickering on behalf of the
13 |, it did dawn on me, when you're told ahead 13 Nickel Production Environmental Research
14  of time you only have 7 minutes, you only 14 Association and Inco United States submitted
15 prepare 7 minutes. | guessif you're savvy 15 comments, I'm sorry, Samuel Cohen submitted
16 about what goes on in the meetings, you can 16 comments, Mr. King submitted comments, Wulf
17  prepare for 30 minutes and 40 minutes, so... 17  Utian of the North American Menopause Society
18 And the other point was what Hillary made 18 submitted comments, Dr. Lawrence Robinson
19 about, oh, we get these documents two months 19 from the Color Pigments Manufacturing
20 ahead of time, that'strue, but I'm more 20 Association and James Enstrom from the
21 sympathetic toward the people that want to 21  University of Californiaat Los Angeles
22 respond to that. They have two months, they 22 submitted written comments. These were made
23 havetowriteit and thenwegetitinat 23 available on the web, distributed to the
24 thelast moment, and then they fedl that 24  panel and, and copies are aso available
25 becausereviewersgot it at the last moment 25 outside.

Page 238 Page 240

1 they didn't get much of achance. And | 1 DR. GOLDMAN: Thank you.

2 think so, even though | may get the document 2 DR. MOURE-ERASO: Dr.

3 two months ahead of time which gives me 3 Jameson, there were some other things, there

4 plenty of time, not plenty of time, but 4 were some other things that were distributed

5 adeguate timeto review, I'm realizing that 5 herethat werein part of the written record

6 there'salso this other gap where people 6 too...that will appear in the, in the final

7 want to not only review it, they want to 7 ligt?

8 comment on it and they want me to have time 8 DR. JAMESON: Yes, yes,

9 toreview what they say and maybe thereis 9 every, everything that was distributed from,
10 need, aneed for alittle more time there. 10 fromindividuals who were, were scheduled to
11 DR. GOLDMAN: Excellent. And 11 make presentations but were unable to and
12 | think those last points are really points 12 submitted their, their, their comments, those
13 that should have been in my summary too, 13  will also be made part of the record, yes.

14 that, there..., theidea of the review of 14 DR. PORTIER: | thank you

15 theactua listing was avery interesting 15 al, Lynn, thank you very much for running a
16 idea, | don't know exactly how you would do 16 very interesting meeting and I, | actually

17 that, but there might be some way at least, 17 look forward to the written part of this,

18 you know, minus the judgment call, the 18 hbulleted it's good enough, I, | think we've

19 description of the substance and the 19 got alot of the points down that you

20 description of the toxicology, maybe that 20 brought forth. I'm going to clar..., | was,

21 could be vetted fairly early, that's kind of 21  I've been debating whether to clarify an

22 aninteresting idea. What | want to do now 22 issueor not, but I, | can't let it go.

23 isturnto first Bill Jameson, he has some 23 Sometimes at public meetings things are said
24 additional information for the record to give 24  that get carried away and everyone leaves
25 usand then ask Chris Portier to sum up. 25 with the impression that's an incorrect
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1 impression. So I'm going to pick on alcohal. 1 recommendation for alisting or non-listing
2 Becausel realy want to makeit clear that 2 inthe Report on Carcinogens. It's very
3 wedo go to some degree of effort to try to 3 important we get that record very clear and
4  clarify our listings. I'm just going to read 4  there's been some excellent suggestions here
5 one part from the alcohol listings, so, so 5 onhow to improve that record and improve
6 you can al go back and do your homework and 6 that debate. And | think we'll be looking
7 read and look at this. The second sentence 7 very carefully at how we do that. Again,
8 onthealcohal listing, the first sentence 8 thank you all very much. | want to thank Dr.
9 clearly says, acohal isaknown human 9 Jameson and his staff not only for this
10 carcinogen, according to our review of the 10 meseting but for years and years and years of
11 second sentenceit says, studiesindicate 11 effort in putting together the Report on
12  that therisk of cancer is most pronounced 12 Carcinogens, creating over the course of, 20
13 among smokers and at the highest levels of 13 yearsof your career now, Bill? Over 20
14 consumption. | just want to clear, makeit 14  yearsof processthat | think is second to
15 clear that the, we do take into account the 15 none, not only inthe U.S. government but in
16 issuesthat have been debated, the last part 16 theworld. | think we've got a process that
17  of this, we do draw aline about where we're 17 ismore open than any other decision process
18 going with dose response. In some of our 18 for hazard I've ever seen and |'ve been
19 presentation there are issues that clearly 19 involvedin alot and we continue to try to
20 become very difficult issues that being an 20 makethe, makeit better and | think it's
21 expertin dose response and having spent 25 21 Bill and his staff that have taken us there
22 yearsof my lifedoing research onit, | 22 and | want to thank them very much. Thank
23 recognize some of the difficultiesinvolved 23 you al for being here. Thank you very much
24 in making decisions about what level 24 for your comments. Again, if you have any
25 constitutes concern and what level does not 25 additional comments or anything else you'd
Page 242 Page 244
1 congtitute concern. We're always willing to 1 likeusto consider, we are always open to
2  consider where we're going with that but | 2 comments even after the close of this
3 redly don't see us ever, unless legaly 3 meeting. Contact Dr. Jameson, Dr. Wolfe and
4 required by Congress directly, going into the 4 get themto us. And again, Lynn, thank you
5 issue of setting thresholds and standards and 5 very much and I'll turn it back over to you
6 thingslikethat. It's just not the mandate 6 now.
7 of the Report on Carcinogens and | believe, 7 DR. GOLDMAN: Wéll, and |
8 my interpretation and my counsel will correct 8 think all of our thanks to Bill Jameson and
9 meat some point isthat that would take us 9 the NTP staff for the work that they do on
10 way beyond the mandate of the law for the 10 the Report. Obvioudly, it's something we al
11 Report on Carcinogensand | just don't see 11 appreciate and that's why people are here to
12 usgoing there. But the comments have been 12  try to help makeit better.
13 very stimulating, there'salot of things| 13 DR. JAMESON: If | may, I'd
14  will take back to staff and look at very 14 like to recognize Anna Sabella of my staff
15 carefully. We, we always look at how we list 15 who worked very hard for al the logistics
16 thecriteriaand we are constantly trying to 16 of thismeeting, and, and has done an
17 redo that. We aways very carefully look at 17 excellent job in getting everything and I....
18 how muchtimewevegivenyouin, in 18 DR. GOLDMAN: Thank you.
19 providing additional comment to us up front 19 DR. JAMESON: ... I'dlike
20 because we readlly do believeit'sthe 20 tothank, publicly thank AnnaLee. Thank
21 debate, both the debate that occurs at the 21  you.
22 public meetings, the debate that occurs at 22 DR. GOLDMAN: Okay,
23 the government meetings and the debate that 23 adjourned.
24 occursin the written documents that drive 24 (WHEREUPON, the Meeting was concluded at 3:16
25 where the, the program is going to go in 25 pm)
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CAPTION

The Meeting in the matter, on the
date, and at the time and place set out on
the title page hereof.

It was requested that the Meeting be
taken by the reporter and that the same be
reduced to typewritten form.
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